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2Presenting an automated tool based approach for the migration of legacy data to CDISC SDTM standards.

Artificial Intelligence 
(ML, Deep Learning)

Project Management
QA & Process initiatives

Software Development 
(PhP, .NET, Python)

Clinical Research Expertise

Agenda
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Current ScenarioMigrating legacy data to SDTM standards

Existing ApproachesProcess improvement & Automation 

CDASH Pinnacle 21
Mapping
with CDASH 
standards

SAS Macros
to generate 
dataset

Pi21 tool to 
automate 
define.xml

MACRO



TRIAL DOMAINS
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EDC DATA

CRF

Mapping file 
Generation

SDTM
Standardization 
of Domains

Creation of 
Define.XML file

Ready for 
Submission

Complete AutomationProposed Approach

System performance when dealing with complex datasets

Functional requirements considering standards set in the Clinical Domain

Diversity in raw data across studies /  sponsors

Regulatory ComplianceKey Challenges



Specification Document Generation
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Role bas ed Acces s  and Security

CRF Annotation

Datas et and Define.xml Generation

Audit Readines s
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Functionalities  of the tool



Various user roles are incorporated to maintain quality and process
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Des ignated admin can add us ers  and s tudy details

Assign users with 
different privileges

Add study details

Assign user to study

Role based access and Security



Upload RAW files ☤ 50-80% of automated mapping

☤ Human interaction for editing and 
re-as s igning variables .

☤ In built quality control module

☤ Communication between developer 
and QC through a  chat bot

7Specification Document 
Generation



8Specification Document



99Quality Control Module
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Input blank CRF

Prediction on each page 
will run on model

An external s cript will be executed 
to annotated to each page

TEXT EXTRACTION LOAD CRF MODEL PREDICT RESPONSE DRAW

Model specific to the
SDTMIG will be loaded

Result will be generated 
as annotation objects

1010API to perform CRF Annotation
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XPT XML

☤ Generation of datas ets  a t a  click

☤ Guidelines , Specification document, 
controlled terminologies  and raw data

☤ xpt file generated

☤ Is  the input to define.xml generation

111111Dataset Generation

VIEW



1212121212Dataset View



Process oriented
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Adherence technical controls  as  per 21 CFR Part 11 
compliance mandates

Audit ready outputs  and documents

1313131313Audit Readiness
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Integrating technology into standardization process

1414141414

Handling timeline challenges

Optimal utilization of res ources

Effective adherence to s tandards  and regulations

Final Thoughts
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