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Operationalizing 360i vision

Accelerated, standards-
driven eCRF design with 
prequalified metadata and 
controlled terminology, 
ensuring data are “SDTM-
ready” by design for the 
RAW→SDTM pipeline.

Automated transformation 
from RAW to SDTM, ADaM, 
and TLFs with end-to-end 
lineage for audit-ready 
traceability.



Using eCRF Templates and CDISC BioMedical Concepts Repositories

LLM Powered eCRF Builder



Challenges of standardisation

The Novo Nordisk perspective

STANDARDISED 

CRF Library

STANDARDISED

SDTM

Protocol

Requirements

CRF

best attempt to fit to 

standards

CRF

better fitting 

standards

LLM



AI Assisted eCRF form Creation



AI Assisted eCRF 

Creation

- Prototype



Clinical Trials eCRF Build Automation

1

Map Requirements to 

eCRFs

Upload Protocol, other 

digital documents, OR 

copy/paste study 

requirements.



Clinical Trials eCRF Build Automation

2

Edit and Export eCRFs

Edit metadata, add/edit 

new fields to eCRF form, 

export to 

PDF/JSON/XML.



Introducing Generative AI in 
Clinical Data Flow



Challenges in Current State of Clinical Trial 
Biometrics

Double

Programming

• Repetitive coding 

tasks

• Impacts 

submission 

deadlines

Manual data 
mapping 
coding

• Even with CDISC 
standards

• Time consuming 

• Resource intensive

Complex
Clinical trials

• More trials globally

• Intricate data 

sources

• Traceability 

requirements



End to End Clinical Data Flow

Clinical Study 

Report

Statistical 

Analysis

ADaM / TLFs

Data

Tabulation

SDTM

Data

Collection

eCRF / eSource

Clinical Trial 

Protocol

Raw data  to  SDTM fo rmat

SDTM to  ADaM

Creat ion  o f  de f ine .xml

Creat ion  o f  TLFs



Clinical Data Flow (CDF) Prototype 
- Will be part of SAS Clinical 
Acceleration

https://www.sas.com/en_us/software/clinical-acceleration.html


Features

Data 
Mapping

• Lineage view to track source to target data transformation.

• Source data coverage, missed variables reports.
Traceability

• Auto generate data transformation rules. (Raw -> SDTM -> ADaM)

• Investigate documents such as Study Protocols, SAP, TLF Shells to 

generate mapping specifications.

Code 
Generation

• SAS code generation with error feedback loop.

• Ensure Cyclic dependencies are taken care of when generating datasets.



Create Project for a Clinical Study

• Select data , program, output folder paths
• Select 

• Implementation Guide version 
• Domains 

• Choose LLMs

CDF Prototype - Create Project for Study



Project details

• Steps on the Left

• Agent (LLM) outputs on the 

right

CDF Prototype - Project Details Screen



SDTM Mappings

Inputs:

• Raw Data Schema

• Study Design 

Documents

• SDTMIG/Custom

CDF Prototype – SDTM Mapping

Outputs:

• Editable Field Level 

mappings



CDF prototype - Traceability and Data Coverage

• Raw Data coverage 
reports.

• Variables with 

missing mappings.

• Graph view to track 

lineage.

Lineage View



CDF prototype – SDTM Code

SDTM Code

• Code generated with error 

feedback loop.

• Edit, re-generate, re-run 

code form this screen.



CDF prototype – ADaM Mappings

Inputs:

• TLF Shells Logic

• SAP

• SDTM datasets 

schema

Outputs:

• Editable Field Level 

mappings

ADaM Mappings



CDF prototype - End to end traceability

Tracing SAP/TLFs 

requirements from Raw  

data to SDTM and 

ADaM datasets



Business Impact



Automated mapping & code generation
Faster builds, lower cost

LLMs enhance 

rather than 

replace human 

programmers, 

transforming 

routines into 

streamlined 

processes.

A I  A S  A S S I S T A N T

Mapping, 

SDTM/ADaM, 

and TLF 

generation shrink 

from months to 

days.

C O M P R E S S  T I M E L I N E S

Automate bulk 

of the upstream 

process to 

create a robust 

baseline; 

humans finalize 

for submission 

readiness.

J U M P - S T A R T  B U T

N O T  T U R N K E Y

Reallocate 

expertise to 

high-value work 

(e.g., complex 

efficacy 

datasets), high-

level validation, 

scientific 

analyses.

R E A L L O C A T E  

E X P E R T I S E



Other AI tools supporting 
Standards Development in  Novo Nordisk
Chatbot with domain knowledge

Internal 

documents 

about SDTM
SharePoint lists

Programs

Trusted websites

SDTM training 

transcripts
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