cdisc

Advancing Schedule of Activities with USDM
CDISC USDM SoA Project Launch

18t June 2026

John Owen —Senior Director, Standards Operations, CDISC
Peter Van Reusel — Chief Standards Officer, CDISC



Agenda

1.Housekeeping

2.Introduction to CDISC and Digital Data Flow
3.0verview of the USDM Model

4.The USDM SoA Project

5.Become involved in the USDM SoA Project
6.Q&A




-
e Audience will be on

mute during this
session.

£

cdisc

~N

Housekeeping
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e Please submitvia

Q&A in the Teams
App.

e First, restart Teams.

e Second, check your
local internet
connection strength

e Arecording of this
webinar and slides
will be available on
Public Webinar
Archive on CDISC
website.
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Using CDISC Standards in the Research Process

Retrospective Interventional

Research | - ﬁ " Human Research
cdlsc

. Non-Clinical
Research

Non-Interventional |
Research
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CDISC Standards Support End to End Traceability

[Table 1 Demographic Data - Per-Protocaol
Treatment 1 Treatment 2
Boseline body mess index (BHI) [ko/m™mz]
4 167 167
HMean 29.058 29.04
SD 4. 84 4.80
Hin 20.3 16.0
Hedian 28.69 28.47
Hax 40,1 41.2
[Baseline BMI (categorical) [N (%)]
<25 ko/m*2 41 [ 24.6%) 7100 21.1%)
25-<30 ko/mez 60 ( 35.9%) 130 | 36.7%)
»=30 kg/mT T2 66 [ 39.5%) 135 [ 40.2%)
STUDYID | LISLIBJID [ susim | BMI | BMIGR1 | BMIGRIN | BMIGR2 | BMIGRZN
93350001 9330001000001 00000 27777777778 <30 ka/m”2 1 2530 ka/m™2 2
93350001 9339:0001-000002 000002 25500616702 <30 ka/m™2 1 2530 ka/m™2 H
93330001 9330001000003 000003 26175194521 <30 ka/m™2 1 35430 ka/m™*2 2
93330001 3330001000004 000004 3516625 »=30 ka/m2 2=3 ka2 3
93330001 9333000100005 000005 0368858131 =30 kg2 2 9=30 kg2 3
93330001 9333000100008 000006 BITIEIINE >=10 kg2 2= kg2 3
93390001 9399:0001-000007 000007 25826445281 <30 kp/m™2 1 250 kg/m™2 2
93350001 9339:0001-000008 000008 30103806228 =30 ka/n"2 2 5= ka/m2 3
93350001 9339:0001-000003 000003 32280962683 >=30 ka/n"2 2 5= ka/m2 3
93350001 9339:0001-000010 000mo 28876133787 <30 ka/m™2 1 2530 ka/m™2 H
93330001 9353000100001 1 00001 28372357363 <30 ka/m™2 1 25430 ka/m™*2 2
93330001 3330001000012 000012 26714852608 <30 kp/m”2 1 250 kg/m™2 2
93330001 9333:0001-000013 000013 32718613869 =30 kg/m™2 2 9=3 kg2 3
93330001 9333.0001-000014 000014 28719723183 <30 k/m”Z 1 25430 kg/m™2 2
93390001 9399.0001-000015 00005 32270420377 =30 ka/"2 2 -3 kgin2 3
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5.2 Vital Signs

Vital signs will be measured at screening and baseline, and at Weeks 4, 10
and 12 visits. The following measurements will be recorded in the case
report form along with an assessment of clinical significance for each result:

+ Systolic and Diastolic Blood Pressure
+ Temperature

* Respiratory Rate

+ Pulse Rate

ELECTRONIC CASE
REPORT FORMS

Respiratory Rate

Interpretation TINORMAL [ ABNORMAL

VITAL SIGNS
PROTOCOL ABC-DIA0012
suBJECT 20001
visiT WEEK 4
WERE VITAL SIGNS COLLECTED? Cves O No
DATE [
PLANNED TIMEPOINT ACTUALTIME  TEST RESULT uNIT
T PRE-DOSE . Height m
Weight ke
METADATA EXCHANGE Systolic Blood Pressure. mmHg,
Diastolic Blood Pressure mmHg,
Pulse Rats beats/min
Temperature Oc OF
Respiratory Rate breaths/min
Interpretation
2 30MINUTES R Systolic Blood Pressure. ‘mmHg
Diastolic Blood Pressure mmHg
Pulse Rate beats/min
Temperature Oc OF

breaths/min

CLINICAL DATA-

ACQUSITION STANDARDS /
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Path to 2030

cdisc
Five Year Vision: CDISC 2030

By end of 2030, all CDISC standards are digital, linked, and easily Digitize

consumable by users and systems.

« Digital, connected standards create the trusted foundation required for
scalable automation and responsible Al.

 Digital standards empower experts across the clinical research ecosystem,
reducing manual burden, increasing transparency, and enabling better,
faster decisions for patients

~
S
U Operationalize
S
Digital Linked Accessible
Structured, machine- Unified semantic Embedded in
readable standards backbone that workflows to support
that reduce manual provides clarity and informed, confident

effort context decisions




Introduction to Digital Data Flow (DDF)




Digital Data Flow: Digital Protocols Power Processes

Structuring and digitizing information within a protocol enables role-based
views, machine-readability, and information reuse.

— To data-first
- 2
@ Faster
=0 :
/ — Better More . .
~ ~
— — -

-— -—

8.

Goal: Increase Clinical
Research Velocity

Lower study cycle times = Faster trial results
Increased trial throughput = More trial bandwidth
Improved study optimization = Better trial efficiency

>

©2026 TRANSCELERATE BIOPHARMA INC., ALL RIGHTS RESERVED. Fans ‘

BIOPHARMA INC.




eProtocol Timeline

June: HL7 VULCAN
USDM v2

Connectathons

, o O 9 ¢ ¢
February:
IBH M11 Comment Period Closed
October:
Start USDM Phase 2 :
) ] Q4: Q4:
March & April: September: ., : Updated ICH M11 O HM11Q
Tr@nsCelerate DDF Hackathon : ICHM11 Released : : Specifications : Specifjcations :

November: o July: July: USDMA\?gIg o i June: : FHI
TransCelefate DDF Webinar = ¢ Start USDM Phase 1 USDMv1 T & oo : USDMv4 : Specificatio
: : Pl Phase 4 Scoping : : :  Release

Phase 5

——

M11 Initial Development Review Further Development
June 2018

Acronyms
DDF: Digital Data Flow
USDM: Unified Study Definitions Model
ICH: International Council for Harmonisation
>> M11: Clinical electronic Structured Harmonised Protocol (CeSHarP)

cdi§c TransCelerate 3

BIOPHARMA INC. CDISC Training Materials | © CDISC 2025



Overview of the USDM Model




CDISC Controlled Terminology

The USDM

Provides further semantics, complementing the UML model.
Includes the definition of classes, attributes, and value sets

Examples

Example protocols implemented in the USDM
with associated JSON files and visualisations

St I I C174447 |Study Arm I s 0
a n a I {
C170984 |Study Arm Name
93728 |Study Arm Descriptic : {
€188627 |Study Arm Type :
aDataOriginDescription C188828 |Study Arm Data Origin C O RE RU I es
Description . .
Lo gic al Model JriginType C188829 |Study Arm Data Origin Typ. Specification of the
. },
- : rules that define USDM b
The UML logical model (a class diagram) sel CNEW _|Study Am Label i =
. . studyEpach C71738 |Study Epoch compliance
that provides the basis for the USDM | P :
standard. [ =
me C93825 Study Epoch Name
Entity( ¥
ule = |Warning/ Error|~ | applies 3,
/ A theUsD the \ {
— ERROR Al
g" g?:::;ﬂ ::::; Em: ?:ps:npho Imut (string, number, boolean) must conform with \
4 i ERROR au
StUdyArm ust be included as defined in the USDM schema based on
- - ification (i.e. all required properties are present and no s {
+ id: String Lattributes are present). ERROR A 1
+ name: String falities must inthe USDI theAPI :
1..* <2 SO CNEW Study Epoch Le ification (i.e., required properties have at least one value and single-
+  description: String [0..1] ch & properties arenot lsts). ERROR au
+ label: String [0..1] ithin allid values must be unique. ERROR m A \
+ studyArmDataOriginDescription: String allchiid mustbe \
unique. ERROR Al
E \ o e 7
studyArm \ h specified biomedical concept categoryis expected to be
API for DDF nced byan activity. WARNING [ Actiity oe®
| 1 ecified pected tobe
byan activity. WARNING Activity
S i S inif i . concepti
Study(:ell elerate Digital Data Flow (DDF) Study Definitions Repository API. fied tis expected to byan — b I

+ id: String

1

studyEpoch

API Specification
Provides the means to exchange a
single study between machines
using a JSON API

cdisc

studyElg

,duction Routes that form the production specification.

\c‘:ndren must not refer to atimeline, procedure, /
t,

ERROR |Activity

/v3/studyDefinitions Create astudy

"Qedureis expected to be referenced byan activity. | WARNING actvity 4
o referto at least 1 procedure, biomedical
cept category or biomedical concept
WARNING Acti

| m /v3/studyDefinitions/{studyId} Update a study

‘mgmeprw\cusand next attributes) must j
I

m /v3/studyDefinitions/{studyId} Return astudy

ﬂ /v3/studyDefinitions/{studyId}/history Retums the study’

‘ /v3/studyDesigns Study designs for a study

%> Expandall object

Implementation Guide
Guidance on using the USDM
model and ensuring conformance
with the standard

CDISC Training Materials | © CDISC 2025

Version |
2 0 Draft for Internal Review

Unified Study Definitions Model
Implementation Guide (USDM-IG)

Version 2.0 (Draft for Internal Review)

Prepared by the
DDF Team

ata Interchange Standards Consortium, Inc. Al rights reserved.

cdisc
USDM

UNIFIED STUDY
DEFINITIGNS MODEL
(DDF)

16



Model areas

« Study, Titles and Identifiers

« Amendments

* Roles and Responsibilities

» Study Design, Arms and Epochs

» Population and Eligibility Criteria

» Objectives/Endpoints and Estimands
 Detailed Study Logic/Timelines

* Procedures / Biomedical Concepts

* Interventions

» Unstructured Content

cdisc :
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USDM] Governance

cdisc
Why do we need USDM Governance?

Accountability
Defined roles and responsibilities help maintain transparency and
accountability within the governance process.

l Alignment:
-) {__B Thestructure ensures that USDM governanceis aligned with both CDISC
t and Industry initiatives, supporting industry-wide consistency.

USDM Governance Group (UGG) Structure

CDISC GGG

USDM Governance Group (UGG) Process

Triage . Evaluate . Feseiihl:e:tck
UGG Leads UGG Team Community

\ 4

USDM : "
backlog . Disposition
UGG Leads UGG Team




ICH CLINICAL ELECTRONIC STRUCTURED HARMONISED PROTOCOL (CeSHarP)

Mi1ls ...

)' ICH

harmonisation for better health

INTEENATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL REQUIREMENTS
FOR PHARMACEUTICALS FOR. HUMAN USE

ICH HARMONISED GUIDELINE

CLINICAL ELECTRONIC STRUCTURED HARMONISED
PROTOCOL
(CESHARP)

MI1

Final Version

Adopted on 19 November 2025

This Guideline has been developed by the appropriate ICH Expert Working Group and has been
subject to consultation by the regulatory parties, in accordance with the ICH Process. At Step 4 of
the Process the fimal draft is recommended for adoption to the regulatery bodies of ICH regions.

Provides background, purpose, and
scope as a guideline

I ®

httos://www.ich.org/page/multidisciplinary-quidelines

’ harmonisation for better health

INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL
REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE

ICH HARMONISED GUIDELINE

CLINICAL ELECTRONIC STRUCTURED HARMONISED
PROTOCOL

(CESHARP)

M11 TEMPLATE

Final version

Adopted on 19 November 2025

This Guideling has been developed by the appropriate ICH Expert Working Group and has been
subject to consultation by the regulatory parties, in accordance with the ICH Process. At Step 4
of the Process the final draft is recommended for adoption to the regulatory bodies of ICH
regions.

Provides the written format for the
Interventional Clinical Trial Protocol
Template

)' ICH

harmonisation for better health

INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL
REQUIREMENTS FOR PHARMACEUTICALS FOR HUMAN USE

ICH HARMONISED GUIDELINE

CLINICAL ELECTRONIC STRUCTURED HARMONISED
PROTOCOL
(CeSHarP)
MI11 TECHNICAL SPECIFICATION
Final version

Adopted on 19 November 2025

This document has been developed by the appropriate ICH Expert Working Group and has
been subject to consulration by the regulatory parties, in accordance with the ICH Process. At
Step 4 of the Process the final draft is recommended for adoption to the regulatory bodies of
ICH regions.

Provides the technical representation
aligned with the guideline and protocol
template

19
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https://www.ich.org/page/multidisciplinary-guidelines

» TransCelerate

BIOPHARMA INC.

Retrospective

Protocol ‘Store’

Past Protocols

The storage of past
sponsor protocols in
to support a variety

[ [

of use cases such
as:

Therapeutic area specific
content

Standard inclusion and
exclusion criteria,

Libraries of objectives,
endpoints and estimands.
Asses the past to prevent
protocol amendments.
General search across the
library

Protocol Authoring
Support the authoring
of new protocols
including complex
studies such as Master,
Umbrella etc

=
I
[

This would include analyzing
previous protocol information to
inform design choices (see
Protocol Store)

Writing associated SAP, Informed
Consent, Monitoring Plan, Drug
Plan etc via content reuse.

Study Build

Build of the study based [ ]
on the protocol |

including all detailed  [TJ[]
procedures and

assessments to allow
forimmediate

deployment.

Feasibility & Cost ]
Support study feasibility DL
and complexity ‘—
evaluations. =B

Determine the cost of the study
including such items as vendor
and CRO costs and support the
laboratory RFP process

Regulatory
Authority DCI
Approval for the :l
execution of the study =
including IND, CTA etc

and discussions with

regulatory authorities

Stakeholder Views

Tailored views for
stakeholders such as IRB E
] J

and ethic committees.

V4

USDM in Action
Use Cases Supporting the DDF Vision

Use Cases

/ Execution

Deployment
Deployment of the
study across the
enterprise using the
USDM to support
electronic
configuration rather
than manual data entry
including Data collection
systems (incl. EDC), CTMS, IRT,
Data transmission specifications

and more
=
B

=
-

TMF

Linking the protocol to
the specification of
milestones and
essential documents

Data Collection
Strategy D/—\
Ensure all data that is \_/
needed for analysis is |
collected. Remove

unnecessary

procedures & data collection to
reduce trial cost and patient
burden.

Trial Registries
Registration of the study
with registries such as
CT.gov. CTIS etc. ]

[Cm

Training

Provision of training
materials to those
involved in the study
including sites

8
LN

Site Support
Provision of tailored
information to sites
regarding study
execution.

[]
m

Prospective

Study

Amendments
Support the
amendment process
with the ability to
indicate the precise
changes to the user
community.

-
=

Ensure fewer
amendments (see
Protocol Store).

Subject Information
Provision of improved
information to subjects
regarding study (]
execution, improve
expectation

management.

i

Drug & Study ]
Materials DD
Assist in the planning

and provision of study [
drug, materials and

supplies

Subject
Recruitment

Support the
identification of
subjects to help
improve subject
recruitment to the
study. Help support EHR
participation
identification.

O

Automation

Provide a solid
foundation for the
automation of analysis
and reporting outputs
such as TLFs and CSRs

SDT™M

Creation of 'T'
domains. Auto
generation of data
domains

ADaM

Use the protocol
statistical metadata to
assist in the derivation
of analysis datasets

Statistical Analysis
Plan

Use the protocol as the
initial source of the SAP
to ensure consistency
with objectives,
endpoints, estimands

NOTE: The use cases presented are illustrative and the list is not intended to be exhaustive.

Analysis &
Reporting

A

Regulatory

/ Submission

Submission
Preparation of the
submission by the

sponsor (]

DQ

B

=
[
=

Regulatory Review
Review of the
submission by the \ \
regulatory authority
[ and discussions /
o questions with the
sponsor

Statistical and Safety
Review [
= Support the | |
|:||:| comparison of data by =
([ arm or study design.

Allow for the verification of
planned (protocol) data versus
actual (study data) captured
data

b=

Across The Lifecycle

Dashboards
DQ
5

The display of protocol
related information
sourced from one or
more protocols in ways
which have not been
achievable before

Comparison
Compare and verify
differences across
versions and similar
protocols

=
B

Version 5, 24" October 2024, Prepared by D Iberson-Hurst for the TransCelerate ‘DDF in Action' day.
With thanks to Rob Ferendo (TransCelerate), Bill lllis (Novartos), Jasmine Kestemont (Argenx), Kirsten Langendorf (d4k), Mary Lynn Mercado (Novartis), Lissa Morgan (Amgen), Johannes Ullander (d4k) and Peter Van Reusel (CDISC)

cdisc

Unified Study Definitions
Model (USDM)

Unstructured

Controlled Terms Content

Populations, Study, Identifiers,
Inclusion & Amendments
Exclusion,

Interventions & | ——

Indications,

Estimands, Study Designs,

Objectives Arms, Epochs
& Endpoints

Procedures, || 1 jied study Logic
Biomedical -
Encounters
Concepts

Study Details

The overall study, its various versions, identifiers
and associated governance. Also includes the
amendments made to the study

Study High Level Design
The single or set of study designs making up the
study detailing the epochs, arms etc.

Study Science

The detailed description of the study science:
the populations and the associated inclusion
and exclusion criteria, the indications being
studied, the interventions being used and the
objectives, endpoints and the associated
estimands.

Detailed Study Logic
A precise definition of the study logic including
support for the Schedule of Activities.

Unstructured Content

The ability to support one or meore document
presentations of the USDM content including
the ICH M11 protocol template, sponsor
templates and other documents.

Procedures and Biomedical Concepts

The detail around the procedures and
observations to be performed as part of the
detailed study designs

Controlled Terms

The controlled terminclogy needed to define
the semantics within the model. Managed in
the same manner as all CDISC CT and aligned
with the M11 template standard.

TransCeleratt
§ TansCelerate @ ] LIVE WEBINAR

Digital Data Flow [NDE\ <.

UPCOMING WORKSHOP AT
PHUSE EU CONNECT 2025

"The Digital Protocol and USDM -
The Eligibility Criteria Life Cycle"

D TransCe

Digital Data Flow:
Mission Possible!

-- %



The USDM SoA Project — Bridging the
gap
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cdisc.

cdiSC, 2026 Europe Interchange
\

MILAN, ITALY | MAIN CONFERENCE: 20-21 MAY | TRAININGS & WORKSHOPS: 18, 19, & 22 MAY

One Schedule of Activities (SoA) for All: A Layered
Abstraction to Harmonize Protocol Schedules and
o Accelerate Digitization with USDM

Rachel Zebo, Director, Global Clinical Data Standards, MSD
Dr. Jordan Li, PhD, Associate Director, Global Clinical Data Standards, MSD
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The Problem 4
Schedule of Activity (SOA) nomenclature varies across protocols resulting in /R .
nearly 300 Specimen, Assay, and Visit names manually mapped each month ¥ /

Poor Interoperability

Subject to Human

Interpretation | _Increased Risks

L
N
Chemistry Panel
e

|| Hematology
g HBV DNA
. Speda\(\\em\stw _
Not Machine- \T ; HBVTestl ! ] Increased
Readable : ¢ AHOR | Cycle Time

Causes Increased Cost

Manual Rework
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Leveraging Industry and SOA Standards

a ) ICH
harmonisation for better health
ICH M11 Template

Modular Sections:

* Objectives « Safety

* Endpoints * Visits . Sk b

* Participant Population « Assessments eradata:Mode

* Inclusion/Exclusion Criteria « Etc. o Visits: Structured Timepoints (visits, cycles,

days, etc.)

Controlled Terminology:
Defines concepts within the protocol & provides
standard terms and definitions
* e.g., Adaptive Trial Design, Control Types, Amendment
Details, Amendment Scope, Analyses, etc.

o Assessments: Standard Nomenclature

« Defines the ontology, data standards, business
rules, and operational relationships for SOA
representation and authoring within study
protocols

) TransCelerate cdiSC.

BIOPHARMA INC.

Unified Study Definition Model (USDM)

* Machine Readable, standardized framework for clinical trial definitions
* Dynamic, structured, executable protocol

cdisc
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How a Harmonized SOA Impacts Stakeholders

The standardized SOA — aligned to USDM - unlocks efficiency across ecosystem
Standardized SOA —> Digital Study Design —> Faster Startup —> High Quality Trials

Downstream

Study Teams Consumers & Service Clinical Sites
Providers

*Clear, unambiguous

*Quality protocol i R sFewer unnecessa

development requirements Lt = visits or rocedur:Is
«Consistent Activities interpretation burden =

*Fewer amendments and Specimen e «Clearer understanding
from semantic issues definitions e of what to expect

*Reusable *Enables study start up, -, *More consistent care

service provider *Fewer opportunities for across sites
sAutomation ready p deviations

alignment

cdisc a
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cdisc
USDM SoA Project

User engagement

 Define Industry-Aligned Implementation
Practices for SoA

* Translate the USDM Model into Real-World
Practice

« Standardize SoA Representation to Enable
Consistency and Automation

* Drive Cross-Industry Collaboration and Adoption




Build on the work donated by Merck

+Provides normalized temporal backbone

Has COnt roued COnt ro[ |nput + Defines common time periods (Day, Week, Month, Cycle)

+Aligns structure with industry and regulatory standards and expectations (CDISC USDM, ICH, FDA)
Valueset Format

Structured SOA Attributes

«Rules explicit and machine readable
STUDY PERIOD DURATION No Yes -Includes visit windows, cycle/day logic, repeat rules, timing and epoch transitions
«Ensures USDM and SDTM compatibility

STU DY PER'OD RANGE NO YeS +Reduces interpretation ambiguity and variability
PARTICIPANT PLANNING Yes — ;
«Applies consistent, controlled terminology
VI SIT LAB EI. YeS «Eliminates bespoke language and local variations

+Enables downstream automation

VISIT NUMBER Yes

+Encodes study type-specific business rules (Oncology, Vaccines, Phase 1, Phase 2/3 Nested sub-timeline designs)
STU DY CYCLE YES «Determines which temporal constructs and attributes apply based on study design
«Defines required vs. optional attributes for each study type
CYC LE DU RATI o N N (0] YeS «Ensures generation of operationally meaningful and complete SOAs
CYCLE DAY Y «Enables proactive change management and quality checks from protocol design (e.g., ending day 1vs day 0 confusion)
o5 5. Execution Layer (The Automation) ]
STUDY MONTH Yes «Enables calendar realization and visit scheduling in CTMS (e.g., Veeva)

«Calculates visit windows and date ranges automatically

M o NTH INTE RVAL Co NVENT' O N YeS -Generates event-anchored or nested timelines based on study phase
«Detects protocol deviations in real-time
+Automates SDTM ing f lat bmissi
RICNIHIINKERVAREANINE il s Supports P safety analysis platforms e ., Phosnix WinNonlin, SAS)
STUDY WEEK Yes

STUDY DAY Yes

WINDOW Yes Preterred Term synenymis) Definition

WINDOW ANCHOR TYPE Yes Apanain sl sy g i scs s it
DISPOSITION AND MILESTONE EVENT Yes [ —— T ST e Ee T

SOAFacingTerm |Synonym Draft Definition

ANCHOR EVENT Yes FOUOWUP | (PreferredTen] .

BLINDED TREATMENT

INDUCTION TREATMEN e -
EVENT-ANCHORED RELATIVE INTERVENTION [SCR Screen Visit A protocol-scheduled study visit canducted prior to treatment initiation to assess eligibility
Yes povp——. | and collect pre-treatment data.

POSITION

EVENT-RELATIVE TIME OFFSET Yes prempp— Boseline Visit (s::r;d:im.;; Teymorym ~_[DraftDefiniion
EVENT-ANCHORED SUB-TIMELINE e

Yes PRODUCT EXPOSER Vn Visitn The nthvisitin the planned study timeline, relative to the protocol-defined Visit 1 reference.

FLAG o

RIN Run-In Visit
—— —
CONTACT MODE Yes gt V2 Visit2 The secondvisit in the planned study timeline, relative to the protocol-defined Visit 1 reference.
ENVIRONMENTAL SETTING Yes
— V3 Visit3 The third visit inthe planned study timeline, relative to the protocol-defined Visit 1 reference.
: : TRT Treatment Visit
SCHEDULED ACTIVITIES Yes - Pending List — reatmentiist Va Visita The fourth visit in the planned study timeline, relative to the protocol-defined Visit L reference.
Vs Visits The fifth visit in the planned study timeline, relative to the protocol-defined Visit 1 reference.
SAFETY Safety Evaluation Visit; Salyg Visite [The sixth visit in the planned study timeline, relative to the protocol-defined Visit 1 reference.
Monitoring Visit; Safety
. . Assessment Visit vz Visit7 The seventhvisit in the planned study timeline, relative to the protocel-defined Visit 1 reference.
v8 Visits The eighth visit in the planned study timeline, relative to the protocol-defined Visit 1 reference.
ve Visito The ninthvisitin the planned study timeling, relative to the protocol-defined Visit 1 reference.
1o Visit 10 [The tenth visitin the planned study timeline, relative to the protocol-defined Visit 1 reference.




Bridge the gap

“‘converting SoAs (nto structured, computable data”
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Deliverables cdisc

USDM SoA Implementation Guide

WVersion 1.0 (Final)

« USDM SoA Implementation Guide
« Standardize SoA representation using USDM
* Provide practical, consensus-based guidance
* Maintain USDM as the normative model

eloped by the
USDM SoA Team

* Supporting artifacts:
« Example SoA datasets/templates
* Mapping examples to USDM

« Contribution of USDM change proposals to be filtered
through USDM Governance




cdisc

Scope

Implementation guidance for representing SoA using USDM

Tempc;ral constructs (Study Day, Cycle, Month, Event-based
timing

Visit scheduling, windows, and anchor concepts
Controlled terminology and metadata conventions
Minimum viable metadata requirements

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

Mapping guidance to USDM

cdisc

USDM SoA Implementation Guide

WVersion 1.0 (Final)

Developed by the
USDM SoA Team

Notes to Readers




cdisc
Key Value

« Consistent, unambiguous SoA representation

* Reduced reliance on protocol footnotes and free
text

* Improved interoperability across systems (CTMS,
EDC, SDTM)

* Enables automation (e.g., scheduling, deviation
detection)

* Supports cross-study and cross-sponsor
consistency

o0
cdisc
USDM SoA Implementation Guide

WVersion 1.0 (Final)

eloped by the
USDM SoA Team
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Strategy cdisc

USDM SoA Implementation Guide

WVersion 1.0 (Final)

« Harmonise core SoA elements.

Developed by the
USDM SoA Team

« Design for complex, adaptive, and evolving study needs

« Create a strong common foundation that supports
extension and tailored application

* Enable innovation by design—without limiting new
approaches or thinking

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




How to get Involved
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Collaboration

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

* Industry co-lead
* Merck
 2nd [ndustry co-lead open

* Engagement support from TransCelerate

 Multi stakeholder involvement

» Consensus-driven development across industry
with a Focus on:
 standardization
* clarity
 reusability
* machine computability




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.

C l| N | ca l Plans and uses the Schedule of Activities to plan and execute studies effectively across sites. A
standardised, structured SoA enables clearer study timelines, improved feasibility assessments,

Develo pPm ent/OperatiOnS and more efficient trial delivery.

Data Management

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

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

Ve N d ors / Re searc h ers / Collaborate across the study lifecycle to design, run, and analyse clinical trials. A standardised
SoA improves alignment between partners, supports data reuse, and accelerates study start-up

S pPpoONSO rs/CROs and execution across organisations.

cdisc



Indicative timelines

Date

Charter Approval

Public Launch / Call for Volunteers
Project Kick-off

IG Developmert

GGG Approval for Internal Review
UGG Informed

T-day Intemal Review

Internal Review Comment Resolution
GGEGEUGE Approval for Public Review
J0-day Public Review

Public Review Comment Resolution
Copy editing and Publication Activities
GGEGEUGE Approval for Publication

Publication

cdisc
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We need your expertise

 Industry co-lead (~20% FTE)

 Actively work with CDISC lead to plan and progress the project
to publication

* Plan and attend weekly team and monthly all-hands meetings
* Provide expertise in the development of the standard

« Active Contributor (~3-4 hours/week)

« Attend weekly team and monthly all-hands meetings
* Provide expertise in the development of the standard
« Participate in the Internal and Public Review of the standard

* Reviewer (~1 hour/week)

« Attend Monthly all-hands meetings

* Provide expertise in the Internal and Public Review of the
standard




How to volunteer Ak

* Visit https://www.cdisc.org/ddf and navigate to the “USDM SoA” Tab

o9
c I sc About Standards Tools Partnerships Education Events Membership Members Only
®

Home / Digital Data Flow

Overview What is the USDM Participate USDM Governance Webinars Versions and Conformance Rules Education USDM SoA Project

FAQ Contact Us

cdisc


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 “USDM SoA” Team
Get Involved

Success depends on broad community participation. The project is actively seeking contributors with expertise in:

Clinical operations and study design

Data standards (CDASH, SDTM, ADaM)

Digital health technologies and data collection
Systems implementation and integration

By participating, you can:

» Help shape the future of digital clinical trials
» Contribute to industry-wide standards
» Ensure practical, real-world applicability

Levels of Involvement

* Industry co-lead (~20% FTE)
o Actively work with CDISC lead to plan and progress the project to publication
e Plan and attend weekly team and monthly all-hands meetings
o Provide expertise in the development of the standard
* Active Contributor (~3-4 hours/week)
o Attend weekly team and monthly all-hands meetings
o Provide expertise in the development of the standard
o Participate in the Internal and Public Review of the standard
* Reviewer (-1 hour/week)
o Attend Monthly all-hands meetings
o Provide expertise in the Internal and Public Review of the standard

If you would like to participate in this exciting effort, please sign up on the CDISC Velunteer page and indicate "USDM SoA™ as the Standards Development team. Please enter

some information about your interest in the project in the *Specify in which capacity you want to participate.”




How to volunteer

* A Wiki account will be created for you (if you do not already have one).
* You will be added to the USDM SoA Project email distribution list.
 As part of your volunteer welcome email, you will receive a link to

complete a short questionnaire about your experience and your
expected involvement in the project.

* You will be granted access to the USDM SoA Wiki space.

* You will receive an invitation to the project kick-off meeting scheduled
for July 2026.

cdisc
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Q&A
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Education

Learn from Standards
Experts and Developers.

In-Person, Virtual, On-Demand,
and Private Training options.

Enroll in English, Mandarin, or
Japanese Language Trainings.

Member Credits and Discounts.

Learn More training@cdisc.org

In-Person
Classroom Training

& y
i

Instructor-led training
in a classroom setting

Virtual
Training




ﬂ
5

Standards Transtform Clinical Research

Membership Join Our Global Community
Education Learn CDISC From CDISC

cdl

Clear Data. Clear Impact
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Helpful Links

» CDISC website www.cdisc.org
« CDISC Digital Data Flow https://www.cdisc.org/ddf

« CDISC Events https://www.cdisc.org/events

« CDISC Webinars https://www.cdisc.org/events/webinars/upcoming

« CDISC membership inquiries, contact membership@cdisc.org

« CDISC education inquiries, contact fraining@cdisc.org

» CDISC general inquiries, contact info@cdisc.org



http://www.cdisc.org/
https://www.cdisc.org/ddf
https://www.cdisc.org/events
https://www.cdisc.org/events/webinars/upcoming
mailto:membership@cdisc.org
mailto:training@cdisc.org
mailto:info@cdisc.org
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