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Purpose & Approach



Realizing CDISC's Mission
CDISC’s vision is to amplify data’s impact to advance research by…

creating connected standards across the study information lifecycle to enable accessible, 
interoperable, and reusable data for more meaningful and effective research 
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• Define and digitalize end to end standards 
from study design endpoints through the 
analyses

• Leverage those standards to accelerate the 
study design and build phase of the trial

• Demonstrate the automated data flow from 
raw data source to the generation of the 
targeted result

360i Goals
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360i Operational Team
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Achievements, Challenges & Insights



Design

Achievements

Challenges

Linking concepts works, but 
concept groupings are 
needed for usability

• Collection method 
• Data type 
• Category
• Analysis

Open-Source USDM SoA 
authoring tool is needed

Insights

• Detailed user stories for Study Design and Study Amendment
• Digital Schedule of Activities linked to biomedical concepts

• Interpreting LZZT protocol information to identify what data is needed
• Fit for purpose Study Design software



Study Design Applications Used
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#ClearDataClearImpact

• Objects
• Endpoints
• SoA
• BCs
• Etc. Missing BCs

No BCs

Digital SoA 
linked to 
Biomedical 
Concepts

OSB GUI

Excel

Hosted solution out-of-date
Used GitHub version locally

Used hosted sandbox
Can be overwritten/altered



Build Define.xml and Shell Datasets

Achievements

Challenges

• To fully automate, we 
need to add study 
specific operational 
metadata

• Develop an updated 
Data Definition 
Specification (DDS) 
standard
(Define.JSON)

Insights

• Used BCs from USDM JSON and query CDISC library for dataset 
specializations

• Identified all metadata for automation

• Large process flow to achieve full automation
• Work-arounds needed to obtain all needed operational metadata



Define-XML Metadata flow
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#ClearDataClearImpact

High-level Data Flow Detailed Data Flow



Achievements

Challenges

• Biomedical Concept 
groupings and CRF 
specializations are needed

• Additional forms metadata 
are needed

• To fully automate, we need to 
add study specific 
operational metadata

Insights

• Generation of ODM file of the necessary structures
• Generation HTML rendition of CRFs and annotated CRFs

• CRF specializations under development and not available in CDISC 
Library

• USDM does not provide forms metadata 
• Need to use a workaround (xlsx spreadsheet)

Build CRFs and Annotated CRFs



Annotated CRF 
Generated 
from Biomedical 
Concept
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Achievements

Challenges

• Need for tool-agnostic 
transformation logic between 
data collection and 
tabulation

• Need to develop an ingestion 
filter for non-standard source 
data

• Need to demonstrate the 
data flow through the entire 
pipeline

Insights

• Generation of multiple SDTM datasets using the SDTM.OAK 
open-source R package

• Dealing with non-standard , non-tabular data
• Limited source data

Run – Generate SDTM datasets from source



Run - SDTM Datasets with SDTM.OAK
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Run – preparing 
source data
• Started with CDISC pilot data

• Reverse engineered source data

• Manual aligning with LZZT data

• Created aligned FHIR messages

• Lots of help from the Community

19



Looking Forward: Art of the 
Possible
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• Purpose of this Prototype
• This is a conceptual UX Design 
• It illustrates how CDISC Standards could be experienced in an integrated 

environment
• Not functional softwared, but a visual representation

• Helps visualize the potential of standards-driven end-to-end automation 

• CDISC_Final – Prototype
• Prototype password: CDISC2025
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Art of the Possible

https://www.figma.com/proto/tD8BcqS2maHQ58bOUhEKXv/CDISC_Final?page-id=90%3A12133&node-id=90-12355&viewport=220%2C283%2C0.03&t=xvuXzG5UbrFqCNeQ-1&scaling=min-zoom&content-scaling=fixed&starting-point-node-id=90%3A12355
https://www.figma.com/proto/tD8BcqS2maHQ58bOUhEKXv/CDISC_Final?page-id=90%3A12133&node-id=90-12355&viewport=220%2C283%2C0.03&t=xvuXzG5UbrFqCNeQ-1&scaling=min-zoom&content-scaling=fixed&starting-point-node-id=90%3A12355
https://www.figma.com/proto/tD8BcqS2maHQ58bOUhEKXv/CDISC_Final?page-id=90%3A12133&node-id=90-12355&viewport=220%2C283%2C0.03&t=xvuXzG5UbrFqCNeQ-1&scaling=min-zoom&content-scaling=fixed&starting-point-node-id=90%3A12355
https://www.figma.com/proto/tD8BcqS2maHQ58bOUhEKXv/CDISC_Final?page-id=90%3A12133&node-id=90-12355&viewport=220%2C283%2C0.03&t=xvuXzG5UbrFqCNeQ-1&scaling=min-zoom&content-scaling=fixed&starting-point-node-id=90%3A12355


CDISC 360i Phase 2:
What’s next



Key Deliverables

360i Phase 2: Operationalizing the Vision
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Digital Protocol & Impact Analysis Reporting: Machine-readable 
protocol model with automated amendment and impact analysis

Automated eCRFs, Define & Dataset Generation: Generation of 
eCRFs, Define.xml and datasets integrated with study workflows

Digital Data Transfer Agreement Model: Technical DTA model and 
standardized template aligned with the digital protocol

Standardized Analysis Concept Model: Configurable, machine-
readable analysis concepts driving automated analysis artifacts
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Thank You!

Peter Van Reusel

pvanreusel@cdisc.org

mailto:pvanreusel@cdisc.org
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