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Disclaimer

The views and opinions expressed in this presentation are those of the author(s) and do not necessarily 
reflect the views of Saama.
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Agenda

● Introduction

● Concept maps

● Knowledge, Concept & relationship

● Concept extraction

○ Entity recognition and normalization

○ Entity linking

○ Relationship extraction

● Standards ingested model

● Demo

● Conclusion
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Introduction
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What is a Concept map?

reference: https://www.cdisc.org/kb/articles/concept-maps-adverse-events-increasing-levels-detail

● Knowledge representation tool

● Semantics of natural languages

● Simplify complex topics

● See the bigger picture

● Understand relationship
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Knowledge, Concept & relationship…
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Entity recognition & normalization

● 400 mg hydroxychloroquine intervention per 

day

● Daily dose of 400mg hydroxychloroquine

● Hydroxychloroquine 0.4g daily Dose
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Concept extraction: SDTM Assumptions

SDTM IG v3.3 (Final)
4.2.7 Submitting Free Text from the CRF

4.2.8.2 Multiple Values for a Findings 

Result Variable

4.4.9 Use of Dates as Result Variables

8.6.3 Guidelines for Differentiating 

Between Events, Findings, and Findings 

About Events

https://www.cdisc.org/kb/articles/pre-specified-events-and-pre-specified-findings

https://www.cdisc.org/kb/articles/pre-specified-events-and-pre-specified-findings


Internal

Concept extraction: Analysis Methods

ADaM Examples in Commonly Used Statistical Analysis Methods Version 1.0
https://www.cdisc.org/system/files/members/standard/foundational/adam/adam_examples_final.pd
f

https://www.cdisc.org/system/files/members/standard/foundational/adam/adam_examples_final.pdf
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Analysis method: ANCOVA
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Document to Seed example Seed example to many examples1 2

Guidelines / Standards SME +/ Model Augmented seed 
example creation

Seed examples

Example Synthesis 
Model

Training datasets
for model

Standards to Training datasets Workflow
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Grounding predictions with standards

Raw datasets ML Models Heuristics

Standards / Guidelines

Predicted SDTM Maps
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Demo
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