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Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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SDTM as Single Source of Clinical Data
Clinical Data are managed in Silos
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SDTM as Single Source of Clinical Data
How can SDTM help?
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SDTM as Single Source of Clinical Data
Roadblocks to Adoption

Standardized & analysis ready data is…

Available LATE
in the study

COSTLY to
keep LIVE
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SDTM as Single Source of Clinical Data
Solution - Available LATE in the study

Final CRF FPI

~3 Weeks

SDTM Setup

Lack of Data

Synthetic test data
Generate test data from 
source system Metadata

Short Timeline

Technology & Processes
Reduce manual effort through 
technology and streamlined processes
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SDTM as Single Source of Clinical Data
Solution – Costly to keep LIVE

Auto 
Ingestion

Source 
Data
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Dirty 
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Handling

• FDA Validator Rules
• CDISC CORE Rules
• Custom Data Quality Rules

• Technology

• API
• FTP

Data Health Dashboard & Review Tools
• Completeness
• Validation Results
• Data Issues

No human intervention – Only monitoring
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SDTM as Single Source of Clinical Data
Benefits

Cost Saving
✓Normalize your data only once

✓Reuse visualizations, reports, listings
✓Automated Reruns

Time Saving
✓ Avoid lock delays with proactive issue detection and resolution

✓ SDTM within 24 hours from lock
✓ Standardized visualizations and reporting available at FPI

Quality Improvement
✓ Unified decision making - Avoid reporting discrepancies

✓ Monitor data quality against FDA requirements
✓ Avoid downstream quality surprises with continuous data validation
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SDTM as Single Source of Clinical Data
Conclusion
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Thank You!
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