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Imagine you are asked to build a study in 15 minutes 
based on a PDF protocol...
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Agenda as a timeline
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1

• Automation
Ø Activities by visit
Ø Forms
Ø Define
Ø Trial Design Domains
Ø Enrol Subject
Ø Enter Data
Ø SDTM

2 3 40

• Introduction
• Load legacy protocol

Ø SoA LLM processed
Ø USDM v4 json generated

SoA and Timelines

• Convert to USDM v3 Excel
Ø Add some BC’s

• Load Excel
Ø Generate Data Contracts



What to expect
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Live demo
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Summary (I hope!)
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• Subject enrolled 15 minutes after PDF received
ü PDF -> USDM v4
ü Exported as USDM Excel v3
ü BC added
ü Imported into Tech Demonstrator
ü First subject loaded
ü SDTM shown

• USDM provides a strong foundation
• LLM needs humans

• Automation: Standards 1 – 0 LLM



Thank You!
Johannes Ulander (ju@data4knowledge.dk)
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