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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 on clinical data standards 
and IDMP standards.  Former ICH M11 Regulatory Chair and Rapporteur, and ICH M8 
eCTD Regulatory Chair. 

• Industry experience: 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 evaluation of AI tools for regulatory use.



1. Why Protocols Need to Become Computable

2. Two Use Cases Built on the M11 Framework

3. Use Case 1 — Prospective Structured Authoring

4. Use Case 2 — Protocol Intelligence

5. Where This Goes Next
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Use Case 1: 
Prospective Structured Protocol Authoring 
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Use Case 2: 
Retrospective Protocol Intelligence

A Proof of Concept



Field Extraction Maps Historical PDF
Protocols to M11 Fields

An AI model reads each protocol; the field list itself comes directly from the ICH M11 Technical Specification and Template

Protocol Summary
Trial Objectives and

Associated Estimands
Trial Design Trial Schema

Schedule of Activities Amendment Details Trial Population
Statistical 

Considerations

Source protocol stays unchanged; extract and map only what each M11 field asks.

Each dashboard field maps to a named M11 field with Required, Conditional, or Optional status—and stated conditions where applicable.



16



17



18



19



20



21



22



23



24



Thank You!


