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Antitrust monitoring is needed



PIcc provides the infrastructure to connect all stakeholders
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JOIN OUR COMMUNITY & CONNECT WITH 
2,600+ DIGITAL PATHOLOGY 
PROFESSIONALS! 

Mission: facilitate awareness, education and 
adoption of digital pathology and AI 
applications in healthcare and life sciences.

DPA fosters an exchange of ideas helping 
members understand, navigate, and influence 
the future of pathology.

digitalpathology
association.org



Keep it simple

Decision
Summary



Number of FDA approvals with AI-based algorithms is increasing – currently >80 algorithms



• Approval Letter
• Decision Summary
• Summary of Safety 

and Effectiveness

• Patient Labeling
• PMA Database Entry

…

Decision Summary is one of the Authorization Documents 

Authorization
Documents 



DECISION SUMMARY
Peter Yang, PhD
Office of Regulatory Programs, Office of Product Evaluation and Quality, 
Center for Devices and Radiological Health, FDA









































































DISCUSSION

Key discussion points.


