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DEEPVESSEL Plaque and DEEPVESSEL FFR are separately FDA-cleared products with separate workflows and 
report outputs. Used together, they can support a comprehensive CCTA assessment while retaining separate 
regulatory status. 

 
 
OVERVIEW 
DEEPVESSEL Plaque (DVPlaque) is FDA 510(k)-cleared coronary plaque and stenosis analysis software for 
previously acquired coronary CTA DICOM data. It supports qualified clinicians in assessing the presence and 
extent of coronary plaques and stenosis in patients aged 22 years and older with suspected or known coronary 
artery disease. The web-based product uses AI-based automated analysis together with review and, when 
necessary, editing by trained and qualified analysts. Quantitative measurements and visual reports support 
evaluation of coronary plaque and stenosis. 
 
COMPREHENSIVE CCTA ASSESSMENT 
DVPlaque provides anatomical plaque characterization and coronary stenosis assessment. DVFFR provides 
functional assessment through its own separately cleared workflow and report output. Together, the separate 
products can support a comprehensive CCTA assessment. 
 

DEEPVESSEL PLAQUE 
FDA-Cleared AI-Powered Coronary Plaque Analysis 
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INTENDED USE 
For adults aged 22 years and older with suspected or 
known coronary artery disease who have undergone 
coronary CTA imaging. The results are intended for 
review by qualified clinicians in conjunction with other 
patient information. 

KEY FEATURES 
• Total plaque volume 
• Calcified plaque volume 
• Non-calcified plaque volume 
• Low-density plaque volume 
• Plaque burden 
• Coronary stenosis and CAD-RADS categorization 
• AI-based vessel and lumen segmentation 
• AI-based automated analysis with review and editing 

by trained analysts, if needed 
• Web-based workflow 

 
REPORTING 
Cardisight Overview Report • Visual summary of plaque location 

• CAD-RADS stenosis categorization 
• 2D coronary tree overview 
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Plaque Analysis Report 
 

• Total plaque volume 
• Calcified plaque volume 
• Non-calcified plaque volume 
• Low-density plaque volume 
• Plaque burden 
• Vessel-level and patient-level analysis 
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CLINICAL VALIDATION 
COMPOSE-CT 
Deep Learning Coronary CTA Plaque Quantification and CAD-RADS Stenosis Categorization Validated 
in a Multicenter Study Against Expert Consensus 
 
Supporting evidence includes two distinct components: the 147-case COMPOSE-CT clinical performance study 
and a separate 23-case repeatability and reproducibility study. COMPOSE-CT evaluated performance and 
agreement for plaque quantification, segmentation, CAD-RADS stenosis categorization, and plaque-level 
detection. 
 
COMPOSE-CT results were compared with an adjudicated consensus reference standard established by three 
Level III expert readers. The reported results demonstrate performance and agreement relative to the expert 
reference standard. 
 

 
 

REFERENCE STANDARD 
• Adjudicated consensus of three Level III expert readers 
• Two readers independently analyzed each case;  

a third senior expert adjudicated discrepancies 
• Expert consensus served as the reference standard 
 
SEPARATE R&R STUDY 
• 23 subjects 
• Repeatability across days 
• Reproducibility across trained analysts 
• Pre-specified variability thresholds met 

KEY COMPOSE-CT RESULTS 
• Total plaque volume correlation: 0.976 
• Calcified plaque volume correlation: 0.994 
• Non-calcified plaque volume correlation: 0.945 
• Plaque burden correlation: 0.978 
• CAD-RADS agreement: 0.810 weighted kappa 

 

• Request information 
• Download product materials 
• Access FDA clearance resources 
• Schedule a product demonstration 

Keya Medical North America 
Email: contact@keyamedna.com 
Phone: (206) 508-1036 
Website: keyamedical.com 

 
 
 


