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" The CDISC Team

Sheila Leaman Andrea Vadakin Rao
oo * VP, Membership & * Sr. Director, Events
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" Topic Summary

e« Daily life with CDISC
* Remove unnecessary variability
-+ + End-to-End Data management with CDISC
+  Clinical electronic Structured Harmonized Protocol (CeSHarP) ICH M11 > USDM
« Biomedical Concept (BC)
2 e « eCRF Portal

e « P21 validation error free = high quality data? > CORE

e « Dataset-JSON

« STF-IG (STANDARD SAFETY TABLES AND FIGURES INTEGRATED GUIDE)
« Collaboration with Vivli, PHUSE, TCBI

Data _ Data _
Collection Data Cleaning Exchange Data Analysis

(CORE) (Dataset- (STF-IG)

Protocol Design
(USDM/BC)

(eCRF portal) JASON)
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Contents Access

: "+« All attendees receive access to the slides within 2 weeks post-event, and
the member community will receive access 6 months after the event is
. complete.

cdisc



tative Date: June
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