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Disclaimer ! 

The Opinions expressed in this presentation and on the following slides are 
solely those of the presenters and not necessarily of Nimble Clinical 
Research. Nimble does not guarantee the accuracy or reliability of the 
information provided herein. 
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Clinical Data Standardization Needs

Clear Structure
Contents of Data

Optimize Collection
Enhanced Consistency

Supports Visualization
Reusable Templates

Data Sharing
Pooling Analysis

Accelerated Timelines
Increased Efficiency

Reduced Errors
Quick Review

Faster Approval



Current Approaches 

Specs 
Creation 

Specs 
Review

Manual 
Programming

Data Refresh Rerun Prog. Diff. b/w Transfers



Current Approaches 

• Initial Mapping
• Draft Templates
• More Manual Intervention

Semi-Automated 
Tools

• Need Domain Expertise
• Scalability Issues
• Poor Integrations 

Limitations



Machine Readable Specifications Example

Study Level Metadata

Source Data Metadata

Dataset/Variable level Metadata



Spec Creation: Auto Mapping via History

Historical Data Utilization:
• Spec. is Automatically created by leveraging Historical studies data
• System Learns from Past Mappings
• Apply Mapping Automatically for similar data in new studies
• Function: Baseline Flag
• Params: Any derivation



Integration of AI: Auto Mapping via AI

AI Integration:
• For Complex or unseen data structures 
• AI Algorithm analyse data patterns, suggest mappings
• Predict classification, streamlines the process for future



Specs to Datasets without Programs Example

SDTM Dataset Creation: 

Machine Readable 
Spec & Raw Datasets 

No Manual SAS/R 
Programming SDTM Datasets



Case Studies: 3 Months to 3 Weeks 

Specs 
Creation Specs Review Manual 

Programming
SDTM in 3 

Months

Auto Mapping 
via History/AI

Minimal 
Review

No Manual 
Programming

SDTM in 3 
Weeks



Future Directions

Next Level Automation:

• Automation of Domains via CRF, external DTS 

Enhancing Compliance:

• Streamlining the Documentation

Automatic Reviewers Guide: 

• Real time checks integration



Thank you !!
We are happy to answer your questions !!

Please contact us @
Vineet.jain@nimble-cr.com
Ranvir.singh@nimble-cr.com

mailto:Vineet.jain@nimble-cr.com
mailto:Ranvir.singh@nimble-cr.com

