CDISC-AdvaMed Device Project:

Building Consensus to Define Device CDASH and SDTM Standards

NEW DOMAIN DEFINITIONS WHAT

1. Device Identifiers (DI): Consistent unique
1sor-defined identifier that links data across domains.
2. Device Properties (DO): Important unvarying device
characteristics that are not identifiers
3. Device-In-Use (DU): Measurements and settings intentionally
set when the device is used that may vary between uses
4. Device Exposure (DX): Subject’s exposure to a medical
device under study

THE MEDICAL DEVICE STANDARDS
ARE DATA COLLECTION AND ELECTRONIC
SUBMISSION STANDARDS FOR PMAS, 510Ks,

BLAS, AND NDAS DEVELOPED IN A
COLLABORATION BETWEEN CDISC, INDUSTRY,
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MOST DEVICE SUBMISSIONS |\
TODAY ARE PAPER BASED \
STANDARDISED ELECTRONIC
SUBMISSION DATA FILES ARE
MORE EFFICIENT TO
. CREATE AND REVIEW.
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. WHAT NEXT

PUBLIC REVIEW COMPLETED
9 MARCH 2012 ADDRESS PUBLIC \

\

REVIEW COMMENTS AND PUBLISH “\
SDTM STANDARD ON CDISC.0ORG
| COMPLETE DATA COLLECTION FIELD
\ DESIGN, METADATA, AND CONTROLLED
|\  TERMINOLOGY DEVELOPMENT.
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