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INTRODUCTION rm————

APPROACH BENEFIT

We treat each processing rule as a distinct decision and The decision database allows to:

store all decisions in a centralized decision database. - maintain consistent processing strategies across teams,
- evaluate data readiness for automatic SDTM domain
creation.
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CHALLENGE

Standardization of raw data to SDTM standard can be
challenging due to many reasons - poor data collection
practices, varying data structures, inconsistent coding and
many more.
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With a centralized decision database, we make the data
transformation process more transparent, as we separate
the clinical aspect of processing from the technical one.
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It also allows decision-makers to evaluate the quality of data
collection approaches, provide feedback upstream and
improve the practices accordingly. The use of the decision
database in data processing pipeline adheres to ICH E6 (R3)
emphasis on enhanced data governance.

Addressing these issues requires a framework of transparent
and traceable processing rules to support consistent SDTM

mapping.
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MODULAR SOLUTION
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CONCLUSIONS

TRANSPARENCY

Process of domain creation is fully
traceable by incorporating:
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USE CASE: APPLICATION PROTOTYPE

Based on our approach we developed an application
prototype and successfully tested it on 48 studies animal
studies and:

COMPLIANCE

SEND domains are following CDISC
guidelines by:

View Controls
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minimizing human error by limiting user full log of user actions

actions in Ul
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gathered hundreds of processing rules to decision

database of processing decisions in
database

human-readable format
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enforcing “confirmed” processing
decisions over user-input
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developed a set of validated macros for metadata-driven
SEND domains

automatically created sets of SEND domains in . XPT
format

use of documented and validated
functions for data transformations

Confirmed tasks  Confirmed CT  Projects
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supporting versioning of SENDIG and CT
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storing only validated processing rules in
decision database

created audit-trail level log files
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