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6.Q&A
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Housekeeping

иAudience will be on 
mute during this 
session.

Shhhh...

иPlease submit via 
Q&A in the Teams 
App.

Questions?

иFirst, restart Teams.
иSecond, check your 

local internet 
connection strength

Audio 
Issues?

иA recording of this 
webinar and slides 
will be available on 
Public Webinar 
Archive on CDISC 
website. 

Recording
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Introduction to CDISC





Membership Segments  by Industry
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Using CDISC Standards in the Research Process 

Interventional 
Human Research

Non-Interventional 
Research

Non-Clinical 
Research

Retrospective 
Research



CDISC Standards Support End to End Traceability

PROTOCOL ABC-DIA-0012

SUBJECT Z0001

VISIT WEEK 4
  

WERE VITAL SIGNS COLLECTED?       YES          NO

DATE _ _ / _ _ _ / _ _ _ _ [DD/MON/YYYY]

PLANNED TIMEPOINTACTUAL TIME TEST RESULT UNIT CLINICALLY SIGNIFICANT

1. PRE-DOSE _ _ : _ _ Height _ _ _ cm

Weight _ _ _ kg

Systolic Blood Pressure _ _ _ mmHg

Diastolic Blood Pressure _ _ _ mmHg

Pulse Rate _ _ _ beats/min

Temperature _ _ _       C           F

Respiratory Rate _ _ breaths/min

Interpretation       NORMAL           ABNORMAL       YES          NO

2. 30 MINUTES _ _ : _ _ Systolic Blood Pressure _ _ _ mmHg

Diastolic Blood Pressure _ _ _ mmHg

Pulse Rate _ _ _ beats/min

Temperature _ _ _       C           F

Respiratory Rate _ _ breaths/min

Interpretation       NORMAL           ABNORMAL       YES          NO

VITAL SIGNS
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M11

Protocol

Case Report 
Form

Collected 
Data

Normalized 
Data 

Tabulations

Analysis Data

Analysis 
Results
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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. 
ÅDigital, connected standards create the trusted foundation required for 

scalable automation and responsible AI.
ÅDigital 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



Introduction to Digital Data Flow (DDF)



©2026 TRANSCELERATE BIOPHARMA INC., ALL RIGHTS RESERVED. 

Digital Data Flow: Digital Protocols Power Processes
Structuring and digitizing information within a protocol enables role -based 
views, machine -readability, and information reuse.

From document -first To data -first

Goal: Increase Clinical 

Research Velocity

Lower study cycle times ỄFaster trial results

Increased trial throughput ỄMore trial bandwidth

Improved study optimization ỄBetter trial efficiency

Faster

MoreBetter



eProtocol Timeline

2019 2021

July:
Start USDM Phase 1

2023

February: 
ICH M11 Comment Period Closed

2020

March & April:
TransCelerate DDF Hackathon

2022

October:
Start USDM Phase 2

2024 2025 2026

Acronyms
DDF: Digital Data Flow
USDM: Unified Study Definitions Model

ICH: International Council for Harmonisation
M11: Clinical electronic Structured Harmonised Protocol ( CeSHarP)

Phase 1 Phase 2 Phase 3 Phase 4

November:
TransCelerate DDF Webinar

July:
Start USDM Phase 3

June:
USDM v2

ReviewInitial Development Further Development

July:
USDM v1

September:
ICH M11 Released

USDM

M11

April:
USDM v3 &

Phase 4 Scoping

Q4:
Updated ICH M11 

Specifications

June:
USDM v4

Q4:
ICH M11 

Specifications
Q2:

FHIR 
Specification 

Released

Phase 5

HL7 VULCAN 
Connectathons

June 2018

CDISC Training Materials | © CDISC 2025
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Overview of the USDM Model



Logical Model
The UML logical model (a class diagram) 

that provides the basis for the USDM 
standard.

CDISC Controlled Terminology
Provides further semantics, complementing the UML model. 

Includes the definition of classes, attributes, and value sets

API Specification
Provides the means to exchange a 

single study between machines 

using a JSON API Implementation Guide
Guidance on using the USDM 

model and ensuring conformance 

with the standard

Examples

CORE Rules
Specification of the 

rules that define USDM 

compliance

Example protocols implemented in the USDM 

with associated JSON files and visualisations

CDISC Training Materials | © CDISC 2025
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The USDM
Standard



ÅStudy, Titles and Identifiers 

ÅAmendments 

ÅRoles and Responsibilities

ÅStudy Design, Arms and Epochs

ÅPopulation and Eligibility Criteria

ÅObjectives/Endpoints and Estimands

ÅDetailed Study Logic/Timelines

ÅProcedures / Biomedical Concepts

ÅInterventions

ÅUnstructured Content

Model areas

17



Governance
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M11 Is é

Provides background, purpose, and 

scope as a guideline

Provides the written format for the 

Interventional Clinical Trial Protocol 

Template

Provides the technical representation 

aligned with the guideline and protocol 

template

ICH CLINICAL ELECTRONIC STRUCTURED HARMONISED PROTOCOL (CeSHarP)

https://www.ich.org/page/multidisciplinary-guidelines

https://www.ich.org/page/multidisciplinary-guidelines
https://www.ich.org/page/multidisciplinary-guidelines
https://www.ich.org/page/multidisciplinary-guidelines
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The USDM SoA Project ïBridging the 
gap











ÅDefine Industry-Aligned Implementation 

Practices for SoA

ÅTranslate the USDM Model into Real-World 

Practice

ÅStandardize SoA Representation to Enable 

Consistency and Automation

ÅDrive Cross-Industry Collaboration and Adoption

USDM SoA Project



Build on the work donated by Merck



Bridge the gap

òconverting SoAsinto structured, computable dataó



ÅUSDM SoA Implementation Guide
ÅStandardize SoA representation using USDM

ÅProvide practical, consensus-based guidance

ÅMaintain USDM as the normative model

ÅSupporting artifacts:
ÅExample SoA datasets/templates

ÅMapping examples to USDM

ÅContribution of USDM change proposals to be filtered 
through USDM Governance

Deliverables



ÅImplementation guidance for representing SoA using USDM

ÅTemporal constructs (Study Day, Cycle, Month, Event-based 
timing)

ÅVisit scheduling, windows, and anchor concepts

ÅControlled terminology and metadata conventions

ÅMinimum viable metadata requirements

ÅExamples across study types (cyclic, non-cyclic, event-
driven)

ÅMapping guidance to USDM

Scope



ÅConsistent, unambiguous SoA representation

ÅReduced reliance on protocol footnotes and free 
text

ÅImproved interoperability across systems (CTMS, 
EDC, SDTM)

ÅEnables automation (e.g., scheduling, deviation 
detection)

ÅSupports cross-study and cross-sponsor 
consistency

Key Value



ÅHarmonise core SoA elements.

ÅDesign for complex, adaptive, and evolving study needs

ÅCreate a strong common foundation that supports 
extension and tailored application

ÅEnable innovation by designðwithout limiting new 
approaches or thinking

ÅStructure for consistency, while remaining simple and 
practical to use in the real world

Strategy



How to get Involved



ÅLed by CDISC under the formal Standards 
Development process (COP-001)

ÅIndustry co-lead
ÅMerck

Å2nd Industry co-lead open

ÅEngagement support from TransCelerate

ÅMulti stakeholder involvement
ÅConsensus-driven development across industry 

with a Focus on:
Åstandardization
Åclarity
Åreusability
Åmachine computability

Collaboration



Why we need you
Plays a critical role in translating structured study design into clear, compliant protocol content. 
With a digitised SoA, medical writers can reduce manual effort, improve consistency, and reuse 
structured content across documents.

Medical Writing

Plans and uses the Schedule of Activities to plan and execute studies effectively across sites. A 
standardised, structured SoAenables clearer study timelines, improved feasibility assessments, 
and more efficient trial delivery.

Clinical 
Development/Operations

Relies on accurate and consistent definitions of study activities to design data collection and 
ensure data quality. A computable SoAreduces ambiguity and supports smoother downstream 
processes such as database setup and SDTM mapping.

Data Management

Ensures that study design and data collection support robust and reliable analysis. A structured 
SoAprovides clarity on timing, endpoints, and assessments, enabling more efficient derivation of 
analysis datasets and stronger statistical interpretation.

Statistics

Enables the integration and automation of systems that support clinical research. Structured SoA
data allows IT teams to connect platforms like CTMS, EDC, and analytics tools, driving 
interoperability and reducing manual data transfer. 

IT

Collaborate across the study lifecycle to design, run, and analyse clinical trials. A standardised 
SoAimproves alignment between partners, supports data reuse, and accelerates study start-up 
and execution across organisations.

Vendors / Researchers / 
Sponsors/CROs



Indicative timelines



We need your expertise

ÅIndustry co -lead (~20% FTE)
ÅActively work with CDISC lead to plan and progress the project 

to publication

ÅPlan and attend weekly team and monthly all-hands meetings

ÅProvide expertise in the development of the standard

ÅActive Contributor (~3-4 hours/week)
ÅAttend weekly team and monthly all-hands meetings

ÅProvide expertise in the development of the standard

ÅParticipate in the Internal and Public Review of the standard

ÅReviewer (~1 hour/week)
ÅAttend Monthly all-hands meetings

ÅProvide expertise in the Internal and Public Review of the 
standard



ÅVisit https://www.cdisc.org/ddfand navigate to the ñUSDM SoAò Tab

How to volunteer

https://www.cdisc.org/ddf


This page will provide information on the project and instructions to direct you to 

the Volunteer page where you can select the ñUSDM SoAò Team


