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Otsuka Path to Clinical Data Standards Management, Conversion & Submission

EDETEK’s CONFORM Informatics suite (MDR and DSP) integrated with Otsuka systems
The Result: A centralized and hierarchical repository for the management of Clinical Data Standards based on CDISC/CDASH standards
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Current State

CRO costs for SDTM generated datasets is on increase
Timelines and data frequency did not meet Otsuka needs for submissions
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Lack of technology solution to maintain standards

Metadata Management System is a single source electronic repository for
storing information from eCRFs to any other downstream data model and Conform
transformation, induding SDTM Mapping information to provide an E2E -

traceability of the data use Raw Data
Transfer to

Potentially save resources and costs in support of live study operation by OTSUKA Transform/
consolidating data quality management activities Upversion

Increased enforcement of standards adoption through system/technical
controls

Metadata System is based on ISO/IEC 11179 Information Technology L y
Metadata registries (MDR) standartds and works through abstraction from
source systems

Cost Effective + Effective Resources + Improved Data Quality

— Comprehensive business process management of metadata
— Study level metadata
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