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Scientific, Clinical & Regulatory Challenges for 
Radiological AI Software

Risk vs. Benefit

R. Chad McClennan, MBA
President & CEO

https://drive.google.com/file/d/1nEtV4Zh0nf9j3oM2yvazqVWGgw3TL8bI/view
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What we do:  DS (decision support) for ultrasound
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SCIENTIFIC

• Privacy

• Quality image + meta data

• Generalizable models

• Complex deployment

Challenges & Risks

 Accuracy

 Errors

risks
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SCIENTIFIC

• Privacy

• Quality image + meta data

• Generalizable models

• Complex deployment

Challenges & Risks
CLINICAL

• Workflow integration 

• Physician trust

• Compelling value proposition

• Liability

• Reimbursement

• Diagnostic performance

 Patient Harm

 Physician Adoption

 Business Continuity

risks
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SCIENTIFIC

• Privacy

• Quality image + meta data

• Generalizable models

• Complex deployment

Challenges & Risks
CLINICAL

• Workflow integration 

• Physician trust

• Compelling value proposition

• Liability

• Reimbursement

• Diagnostic performance

REGULATORY

• Documentation/QMS

• Continuous Algorithmic 

Improvement

 Non-Conformance

 Penalties

risks
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MASSIVE Need & Benefits
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Save Time, Save Lives
Be Koios Confident

https://drive.google.com/file/d/1nEtV4Zh0nf9j3oM2yvazqVWGgw3TL8bI/view
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