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8-12 
weeks

for SDTM 
datasets 
generation

Delayed start waiting 
for patient data

Multiple resources
for peer validation or double programming 



Why SDTM and GenAI
SDTM generation today

Required by FDA and PDMA, recommended by 
EMA

Complex, requiring deep expertise

Time-consuming, causing delays in trial 
submission

Critical to achieve compliant submissions

Generative AI potential

Performing pattern recognition to generate 
content, based on training data

Large language models (LLMs) can process and 
understand human language, using a dynamic 
knowledge base

Some of the limitations of GenAI are 
misinformation, bias and lack of explainability.



“Let’s start from the beginning”

Study protocol

AI-assisted protocol 
creation

Data Collection

Automated build 
from standard 
metadata repositories

SDTM outputs

Generative AI for 
SDTM mapping



Conversational SDTM generation

Concept generation











READY FOR 
STUDY 
DATA

Validation 
Report

Test with 
synthetic 

data

Human-in-
the-loop

Intelligent 
generation 

of initial 
mapping

Q&A for 
fine-tuning

Study-
specific 

metadata 
upload



Improves accuracy

Provides traceability

Mitigates hallucinations

Benefits of RAG
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Overcoming GenAI limitations

Large 
language 

model

External 
knowledge 

source

Retrieval-
Augmented 
Generation 

(RAG)



Summary

RAG

HITL LLM
GenAI to speed up process 
and provide assistance

Generate SDTM up to 70% faster, with1 
resource, starting prior to FPI

RAGs and Human-in-the-
loop to reduce risk and 
ensure compliance
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