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Setting the Scene
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FDA/DoW Coordination
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Public Law 115-92

PHEMCE

Success stories
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Digital Health & AI-Enabled Regulation
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WHAT CAN AI DO FOR 
YOU?

THE NOW:  
ACCELERATED REVIEWS

THE FUTURE?  
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Securing the Medicine Chest:  Supply Chain Resilience

August 4, 2026 7 Office of Public Health Preparedness and Response

The data is out there!

Advanced Manufacturing Nirvana

Dynamic regulatory decisions
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Friction points:  Integration and Validation Challenges

▪ Shared challenges
▪ Build on existing relationships

▪ AI Trust Gap
▪ Both DoW and FDA need to come to terms w/ use of AI

▪ Siloed Data 
▪ AI works best when it has access to plentiful high-quality information
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The path forward
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The Data Lake
Joint digital ecosystem to 
maximize value of data

Early engagement
Even earlier!   

Next up
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Thanks!

Contact info:

Robert.Fisher@fda.hhs.gov
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