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CDISC Mission and 360i Goals



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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Digital

Structured, machine-
readable standards 
that reduce manual 

effort

Linked

Unified semantic 
backbone that provides 

clarity and context

Accessible

Embedded in 
workflows to support 
informed, confident 

decisions

Five Year Vision: CDISC 2030

By end of 2030, all CDISC standards are digital, linked, and easily 
consumable by users and systems. 
• Digital, connected standards create the trusted foundation required for 

scalable automation and responsible AI.
• Digital standards empower experts across the clinical research ecosystem, 

reducing manual burden, increasing transparency, and enabling better, 
faster decisions for patients

Digitize

Connect

Operationalize

Embed

Path to 2030



360i Phase 1 Achievements & Findings
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360i Phase 1 – Consolidated Learnings

Achievements

Challenges

Gaps are operational – not 
conceptual

To scale automation, we need
• Concept groupings
• Operational Metadata
• Transformation logic

(tool agnostic)

Operational details need to be 
standardized and machine-
readable

Insights

• Digital Schedule of Activities linked to biomedical concepts via USDM
• Automated generation demonstrated for 

• SDTM Datasets, define.xml, CRFs & annotated CRFs

• Concept linking is insufficient
• Lack of study-specific operational metadata
• Some elements are missing (concept grouping, forms metadata, …)



360i Phase 2 Scope & Approach



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



360i Phase 2 Program Structure
Program Leads

Julie Smiley, Peter Van Reusel  

Program Oversight

Program Management Office Architectural Review Board

Delivery Teams – CDISC Staff & Industry Volunteers

Total 50 volunteers onboarded to Phase 2

External Feedback:

Advisory Committee

Tech Round Table

Study Design

Darren Moreland,
Bess LeRoy

eCRF & Define-xml 

Generation

Sam Hume, 
Lex Jansen

Industry Leads TBD 
for Sub- Teams

Digital Data 
Transfer

Agreement

Dagmar 
Kottig-Roth

Industry Co-Leads:
Valerie Sheft,
Partick Grimes

Analysis 

Concepts

Edwin Van Stein, 
Kirsten Langendorf, 

Bess LeRoy
Industry Co-Lead:

Stuart Malcolm

Workgroup Leads

ECRF & Define-xml 
Generation

18 volunteers

Digital Data Transfer 
Agreement

15 volunteers

Analysis Concepts
17 volunteers
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Content Scope

• Breast Cancer: Response Evaluation Criteria in Solid Tumors

• Progression free survival 

• Alzheimer’s Disease: Alzheimer's Disease Assessment Scale-Cognitive Subscale

• Change over time

Disease endpoints to exercise the AC/DC Model

• Demography

• Death Details

• Adverse Events

• Disposition

• Labs

• Vital Signs

Safety concepts to illustrate biomedical concept groupings, CRF generation, Define.xml 
generation, data transfer agreements, and summary statistics 



Data Standards

Biomedical Concepts

Analysis Concepts
Foundational Standards

Key Deliverable: Digital Protocol & 
Impact Analysis Reporting
Workgroup: 360i Study Design

Select 
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team
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Grouping

* Scope limited to SoA-driven 

portions of the USDM 



360i Study Design 

Main Activities 

• Add and demonstrate BC 
groupings

• Develop and test the 
open-source SoA
Workbench

• Generate protocol 
amendment impact 
assessment

Benefits 

• User-friendly concept 
selection

• Easy USDM SoA authoring

• Clearer change impact 
leading to more efficient 
design



Data Standards

Biomedical Concepts
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team

Select CRF 
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CRF templates
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Configure Study 
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DDS

- SDTM Dataset Specializations

- SDTM Domain metadata
- CT

Biomedical Concepts

SDTM Dataset Specializations
CRF Specializations

CRF and SDTM 

specialization
selection

Key Deliverable: Automated eCRFs, Define & Dataset Generation
Workgroup: 360i eCRF & Define.xml Generation
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360i eCRF & Define.xml Generation 

Main Activities 

• Leverage Biomedical Concepts to:

• Generate eCRFs from CRF 
Specializations

• Select eCRF Templates from the 
eCRF Portal 

• Demonstrate the full automation of 
Define-XML creation

• Develop Data Definition 
Specification 
(Define-JSON)

Benefits 

• Consistent CRFs across studies with 
harmonized structure and 
terminology

• Reduced manual effort via template 
selection in the eCRF portal

• Automated Define-XML creation 
reduces documentation workload 
and errors, and improves 
traceability and stronger regulatory 
readiness



Data Standards

Biomedical Concepts

Analysis Concepts
Foundational Standards

USDM JSON

Protocol

DTA template

SoA

Workbench DTA elements
• Agreement level metadata

• Parties Involved

• Data Transfer Modalities & 

Frequencies

• Data Quality & Validation 

Requirements

• Error Handling, Issue 

Resolution & Change 

Control

• Security & Privacy 

Requirements

• Data content definitions
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Key Deliverable: Digital Data Transfer 
Agreement Model
Workgroup: 360i Digital Data Transfer 
Agreement



DTA Framework

USDM
Protocol Foundation

LAB v2.0 (Draft)
Transmission Model

BIOMEDICAL 
CONCEPTS 
Content Standards

Operational Metadata – DTA + Content Metadata – DTS

DTA Package

Metadata Driven Package | Versioned | Protocol Traceable

Protocol Traceability
Linked to USDM versions, SoA, BCs and
protocol amendments

Machine Readable
JSON/XML | Conformance | Automation
Ready

Human Readable
Auto-generated DTA document |
Customizable shell

Less Manual Effort
Metadata auto populated from USDM

Protocol Traceability
Linked to SoA and Amendments

Downstream Automation
BC > SDTM Alignment

Reuse Across Studies
Modular, extensible model

DTA – Data Transfer Agreement

How data is exchanged – operational 
metadata: parties, schedule, file 
conventions, transfer method

DTS – Data Transfer Specification

What data is transferred – content 
metadata: data elements, formats, 
controlled terminology, units

DTA Package – Bound Metadata

DTA + DTS bound together with protocol 
traceability – generates machine-
readable and human-readable artifacts

⚡ ↔ ⚙ ♻



360i Digital Data Transfer Agreement 

Main Activities 

• Develop DTA industry standard 
template & specifications

• Add Data Transfer groupings to 
Biomedical Concepts

• Find and select data transfer BCs 
in the SoA Workbench

• Develop a study specific 
definitions utility

Benefits 

• Establish common DTA language 
and structure across the 
industry

• Provide faster, clearer, and more 
consistent data transfer 
agreements

• Reduce negotiation effort and 
automated specification 
generation



23

Protocol CSR
Data 

collection
Data

tabulation
Analysis 

data
Analysis 
results

Analysis 
outputs

Where Analysis Concepts fit

What analysis is needed 
to answer the question? 

What needs to be 
derived to support the 

analysis? 

Analysis 
Concepts



AC/DC 

Curation 

teamAnalysis 

Concepts

Implementation 

Metadata and 

Code

AC/DC Portal

Reference 
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code and data

Sponsor Standards
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code and data
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eTFL Portal
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Protocol
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Key Deliverable: Standardized Analysis Concept Model
Workgroup: 360i AC/DC Automation



360i AC/DC Automation
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Main Activities 

• Develop AC/DC model

• Design study specific analysis 
configuration

• Create controlled terminology

• Generate eSAP

• Demonstrate automation from ADaM
datasets through Analysis Results 
Datasets (ARD)

Benefits

• Allows exchange of analysis 
specifications

• Enforces precision in specifying 
analysis setting and assumptions

• Establish common language to express 
derivations and analysis

• Analysis automation and reuse



360i Phase 2 Journey

4Q2026 
Phase 2 Close

Celebrate 
Workstream 

Successes

October 2026
US Interchange

Sharing 360i 
Accomplishments 

& Growing Industry 
Adoption

February/March 2026
Contributors Identified, Assigned to 

Workstreams, and Onboarded to the 
Team - COMPLETED

July 2026
Phase 2 Midpoint

Webinar Project Update &
Volunteer Feedback Survey

WE ARE HERE
May 2026

EU Interchange
Sharing Approach for 

360i Phase 2 

March 2026
Phase 2 Kick-off

Phase 2 Official Begins 
and Tasks/Deliverables 
Assigned - COMPLETED

Weekly Workstream Meetings, Project Management Support, Contributor Engagement
Contributor Recruiting (as needed)

4Q2026
360i Webinar

Follow-up to US 
Interchange Sharing 
the Future of 360i



Thank You!


