
AUTOMATING SDTM
GET IT PREPARED WITH YOUR VOICE



SDTM Challenges

FDA mandates that data submissions for all studies must be in 

SDTM format 

Current generation cycle comprises significant human effort

Cost and Quality issues are matters of concern

Sponsors are looking for ways to generate the data sets in a 

cost effective process



YESDTM is a tool which semi-automatically generates the SDTM 

specifications and datasets using raw datasets, SDTM IG, SDTM 

control terminology and annotated CRF in a shorter time span 

using NLP and AI algorithms.



workflow



Domain Extraction
YESDTM PDF reader augmented by our NLP engine will automatically extract the 

domains and associated variables using the Annotated CRF and the SDTM IG



Domain Creation

Inputs required from user

Description

Class

Structure

Key Variables

Repeating

Reference Data

YESDTM will automatically populate this next time onwards  

Domain Level information



Domain Creation
YESDTM Will automatically populate fields like Variables, label, data type, length, 
mandatory and role for standard domains



Domain Creation

Automation Logic

For all the data types, populated as ‘text’, YESDTM will use the 
maximum length from the variable and populate that as the 
length.

“Core” column of the domain models in the SDTM IG is used to 
populate the filed ‘Mandatory’

After the generation of the dataset, YESDTM will compare the data 
value with the selected control terminology value based on the 
codelist name to populate code list



Domain Creation
Handle Derivations of the variable



Custom Domains

How YESDTM identifies custom domains

When a domain is identified from the CRF which is not present in 
SDTM IG, YESDTM will identify it as a custom domain.

Additional inputs required from user for domain Mapping 

Domain Level information 

List of variables

Labels



SAS/Pinnacle Interface

SAS Interface to do the derivations

Currently SAS code will be run through the command prompt

The log, SAS and XPT dataset will be the output for each domain.

In the future, YESDTM will be integrated with SAS VIA APIs 

Pinnacle 21 interface will be used to do the validations

Pinnacle API is a RESTful service

The developer can validate the specification with the help of pinnacle.



Outputs

Once the specification is finalized user can generate

SAS datasets

XPT datasets

Define XML 

Pinnacle Report



Visualization

MOSS Interface will be used to do the Visualization

MOSS is a dynamic software framework for NLP based data 

visualization

Intended to eliminate the dependency on the data team

Allow clinicians to analyze trial data independently 

Supports a variety of Table and Graph presentation formats 

for the users
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THANK YOU


