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Standards Operations the foundations of connected,
CDISC high-quality clinical data.
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Project
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How can we make
clinical studies in
Europe more
representative and
inclusive, to better
reflect the population
ultimately receiving
the therapy?




The Challenge READI wants to tackle

= Europe’s population presents a rich variety of societal and environmental
'.‘;ﬁ influence across multiple countries and includes heterogeneous demographic and
genetic profiles.

Clinical research in Europe often fails to be representative, as it frequently does
not include patients who reflect fully the population that ultimately receives the
therapy, leading to significant gaps in medical knowledge and healthcare access.’

This gap particularly affects underserved and underrepresented (US/UR)
ﬂm populations, who face barriers to participation in clinical studies.

READI aims to transform the clinical research ecosystem and its capabilities, with

patients at the centre, and key stakeholders working together for more representative
and inclusive clinical studies in Europe.

" EHA Diversity, Equity, and Inclusion Taskforce. A Lack of Diversity, Equity, and Inclusion in Clinical
Research Has Direct Impact on Patient Care. HemaSphere. 2023;7(3):e84 2.



READI participants at a glance

18
Countries

=

68.8 Million €
Budget

72
Months

9 Patient Advocates Groups

9 Academic Research

Information and Communication
Technology (ICT)

9 University Hospitals / Clinical Sites

READI Partners

Additional countries
connected by ECRIN
Network

9 Industry

Regulatory, Health Technology
Assessment, Communication and
Management
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READI Goals
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READI's intended impact
across Europe

@ Building trust in clinical research

i.’ Integrating patient perspectives and lived
experience into clinical research

Improving access and representativeness for
“2= | underserved and underrepresented populations in
clinical studies

g | Building capabilities across the
clinical research ecosystem

& ‘ Generating evidence that better
reflects patient needs
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READI WP configuration

Pillar | Understanding and characterisation of underserved and underrepresented (US/UR) populations in
clinical studies

@ WP1: Understanding and Characterising US/UR populations and Guidance to Enhance Inclusion in
EU Clinical Studies

Pillar Il

| m—— e |

Pillar IV .l

Demonstration in clinical
and non-clinical use cases

Pillar Il 22>

Community, connectivity
and capacity building

Digital platform and tools

for clinical studies
WP2: Digital Platform

WP35: Clinical Sites Capability
Building

WP6: Community
Connectivity

Development

WP3: Protocol Design and Clinical
Operations

WP4: Training & Virtual Learning
Platform

WP7: Use Cases Development,
Execution and Outcome

WP 8: Ethical Dimension and Responsible Research @
WP 9: Communication & Dissemination N
WP 11: Stakeholder Engagement and Long-Term Sustainability | 9’?‘9

WP 10: Coordination and Project Management



WP2

Digital Platform
Development

OBJECTIVE

Develop the digital platform and core
components that support the READI
ecosystem, enabling better search,
connection and interaction across
clinical studies.

Core tasks

@ Definition of requirements and specifications of the digital
platform

Design and implementation of the platform
architecture

Development of an Al parser and processes for the collection,
validation and review of structured and enriched data

Establishment of a resource plan including strategies for testing,
validation and resource scaling

WP2 ensures that inclusive and representative participation
in clinical research is not just a goal, but a technical reality,
built into the data infrastructure from the ground up.

- $<2 READI



Introduction to USDM

Supporting the READI platform
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Unified Study Definitions Model
(USDM)

« Data Model for capturing the Study Design in
a digitised format.

* Enables agnostic exchange of study design
information downstream.

« Used for the READI platform.

* Enables the digitisation of eligibility criteria.

« Enables connectivity of the study design with
EHR data sources.




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
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standard. [ =
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ule = |Warning/ Error|~ | applies 3,
/ A theUsD the \ {
— ERROR Al
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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

« Amendme
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c I SC@ CDISC Training Materials | © CDISC 2025
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From Criteria Digitisation to RWD
patient selection

Utilising USDM in the READI platform




cdisc
Digitising Eligibility Criteria
within READI

* Download study design from registries
o CTIS / ClinicalTrials.gov

* Digitise and Map to USDM

* Digitising aspects:

o Conditions and contra-indications

o Assessments and expected responses
o (Contra-)medications

o Procedures

 Validated Al processes

« Supporting the identification of potentially eligible
patients based on structured eligibility criteria.
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Expected responses

« Each criterion can be digitised into 1 or more expected
responses. For example:

o Females between 18 and 55 =>
= Gender is female
= Age>=18
= Age<=55
* All responses can be coded and stored in USDM according
to the CDISC Biomedical Concepts
 Alias codes allow for inclusion of mapping to external code
systems used in EHR records like ICD-10, SNOMED,
LOINC and others.
« Corresponding timing information is digitised and stored in
USDM format, like:

o Within last 6 months
o At screening




cdisc
EHR patient matching

» Expected response information, corresponding
coding, and timing information can support
patient matching and help identify individuals who
may meet study eligibility criteria for further
assessment through appropriate clinical
processes.

« Additional representativeness-related criteria are
planned to support broader participation of
underserved and underrepresented populations.
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USDM enables many use cases

* Integration with the READI digital ecosystem can
support use cases aimed at improving the
representativeness of clinical study participation.

* The industry is in the phase of adoption of USDM
which gives us the opportunity to directly use
structured data in USDM format instead of the
registry download.

* Many other digital data flow use cases can be
handled by digitising a study design / protocol like
EDC set-up, patient burden assessments, and
more.




The expertise behind READI

Patient Organizations
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The expertise behind READI
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Follow us on
LinkedIn!

] | ® innovotive Co-funded b . . . . . .
||. I health [l Co-funded by This project is supported by the Innovative Health Initiative Joint Undertaking (IHI JU) under grant agreement No 101166227.The JU

intiative the European Union X ., R c X ‘
= receives support from the European Union's Horizon Europe research and innovation programme and COCIR, EFPIA, Europa Bio,

MedTech Europe, and Vaccines Europe and Medicines and Healthcare Products Regulatory Agency and Breakthrough T1D.

efp 1a EuvropaBio® \£ Vaccines Europe
This project is also supported by UKRI (UK Research and Innovation) under grant agreement No 10152425 for National Institute for
Health and Care Excellence and grant agreement No 31052024 for The University Court of the University of Aberdeen.

UK Research
and Innovation



cdisc

Thank You!
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Questions?
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