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• Regulatory science and drug development leader with 25+ years of 

experience across FDA and industry, spanning regulatory policy, clinical 

data standards, submissions, informatics, and global harmonization.

• Former Senior Informatics Advisor at FDA CDER and CBER, with 

leadership roles in ICH M8 electronic submissions and ICH M11 clinical 

protocol modernization.

• Industry experience includes senior roles in biostatistics, clinical data

management, and informatics supporting global drug development   

programs.

• Current work focuses on global data standards, regulatory workflow 

modernization, and practical evaluation of AI tools for regulatory use.



Agenda

1. The Current Workflow Problem

2. What ICH M11  / USDM Changes

3. Use Case Design and Governance

4. Validation and Structured Protocol Views

5. USDM-Driven SDE Configuration

6. AI/OCR/NLP Extraction and Review

7. Traceable SDTM Readiness

8. Use Case Results and Operational Impact

9. Conclusions







Standards shift and use case setup













Standards readiness and visualization
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USDM => SDE => SDTM



















Use case evidence  / results
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