WHY ISSDTM
RELEVANT?

5 Reasons Why CDISC SDTM is essential for your Studies
and how we can support you across any EDC system.

Regulatory Compliance and future-proofing

Regulatory authorities like the FDA, EMA, and PMDA require clinical trial data in standardized formats like
CDISC SDTM. Harmonizing annotated CRFs (or better data collection?) to SDTM ensures compliance,
which is crucial for the approval of new drugs and therapies.

Harmonizing data to CDISC SDTM ensures compliance with evolving regulatory requirements and industry
standards. This future-proofing maintains the long-term viability and relevance of the data collected.

Data Consistency and Standardization

Harmonization ensures consistent data collection across studies and sites, reducing variability and
discrepancies. This consistency is vital for data comparability and aggregation, enhancing the reliability of
study results.

Improved Data Quality

Using CDISC SDTM standards helps maintain high data quality with clear guidelines for data collection,
entry, and validation. This reduces errors, ensures accurate data capture, and improves data reliability.

Streamlined Submission Process

Harmonizing to SDTM simplifies the submission process, reducing the time and effort required to prepare
data for submission. This streamlining can lead to faster review times and quicker approval decisions.

Enhanced Interoperability

Standardization enhances interoperability across systems and organizations, crucial for collaborations,
data sharing, and secondary uses like post-market surveillance or further research.

Did you know:

Per CDISC SDTM guidelines, any single value must be <200 characters. If it exceeds this limit, split the text:
Keep the first part in the main domain and move the rest to the SUPP-domain.

The CO domain is used for capturing free-text comments like investigator notes, protocol deviations, or other
annotations.

www.cdisc.org/standards/foundational/sdtm
www.hcltech.com/knowledge-library/what-is-cdisc-and-sdtm
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