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Disclaimer

This presentation shares only the author's experience and opinions, and not necessarily those 
of Bristol Myers Squibb (BMS). BMS does not guarantee the accuracy or reliability of the 
information provided in the slides. 
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The AESI Challenge
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Our Solution: A Three-Tier, Metadata-Driven Architecture
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Deep Dive: The Machine-Executable Specification
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The Result: An 85% Reduction in Per-Study Programming 
Effort
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Ensuring Correctness and Capturing Value
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AI Acceleration: Optional, Validated, Compliant
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The ‘Skills File’ Drastically Reduces Semantic Errors in AI-
Generated Code
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Our Approach Aligns with EMA/FDA Principles for AI in Drug 
Development

• Based on the joint EMA/FDA ‘Guiding Principles of Good AI Practice in Drug Development’ (2026)
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A New Standard for Scalable, Compliant Pharmacovigilance 
Programming
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