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Agenda

• CDISC SDTM Automation
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• Mapping Results
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• Q&A
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SDTM Automation Concept - CDISC 360
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Current CDISC Approach – CDISC 360i
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Phastar SDTM Automation – MAPIT
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Phastar SDTM Automation – MAPIT

6

MAPIT
ENGINE

SDTM 
METADATA

RAW-SDTM
MAPPING

STANDARDS



7

Using SDTM Metadata - Code
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Using SDTM Metadata – Specifications / Define
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Methods of Applying SDTM Mapping
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• Client Standards

• High accuracy

• Bespoke / complex mapping 

• RAW - SDTM IG look-up

• Useful when standards don’t exist

• Limited to strict matching

• AI methods

• Semantic matching – more flexible

• Trained on historical data – improves over time

RAW-SDTM
STANDARDS
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Methods of Applying SDTM Mapping
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• None of the approaches are mutually exclusive

• Known mappings are better when available

• AI supplements deterministic approach i.e. fills gaps

RAW-SDTM
STANDARDS

Deterministic Predictive
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Semantic Matching - Introduction
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• Use a Sentence Transformer Model - all-MiniLM-L6-v2 

• Vectorize and compare meanings between sentences for similarity

• How does this work in practice?

   https://huggingface.co/sentence-transformers/all-MiniLM-L6-v2



12

Semantic Matching - SDTM
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Context is used from multiple fields from raw and SDTM metadata 
in a process called enriching to enhance semantic matching

raw_text = f"{raw_label}: {decode}"
sdtm_text = f"{label}: {preferred_term} (submission_value)"
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Semantic Matching - SDTM
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Semantic Matching - Output
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• Need a practical way of interacting with AI models – inputting / extracting data 

• Python web application can be an ideal ‘wrapper’ 

• Imagination is the only limit with open-source tools
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Semantic Matching - Output
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Model choice and Training

• Examples are on pre-trained sentence transformers model 

• Model is fast and training can enhance output but will have upper limit

• For deeper understanding and complex relationship need LLM

• Looking at balance between speed, cost, results
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AI in SDTM Mapping Summary

• AI is complimentary, not a replacement for use of mapping standards

• AI options constantly evolving / improving

• AI vast integration options

• AI helps battle noise across EDC vendors – watch for USDM impact



Thank You
John.mcdade@phastar.com
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