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Meet the Speaker

Peter Van Reusel

Title: Chief Standards Officer
Organization: CDISC

Peter Van Reusel provides executive leadership to the development and
implementation of clinical standards in line with CDISC’s strategy and
operational plans, working closely with the President and CEO, as well as
CDISC staff and stakeholders. He has over 20 years’ experience in senior
roles in pharma and at CROs, providing standards expertise and carrying
out other standards work in various organizational settings. A long-time,
CDISC-authorized instructor, Peter has helped significantly in developing
CDISC training courses.

He previously served as CDISC’s European Liaison, shepherding
relationships with key European regulatory, academic, and biopharma
stakeholders. Peter is also an active PHUSE collaborator.
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1. Introduction to the Digital Data Flow Project and USDM
2. Overview of M11 and the CDISC/ICH Partnership
3. USDM, M11, and the HL7 UDP — how do they come together?




Introduction to the Digital Data Flow Project
(DDF) and the Unified Study Definition Model
(USDM)




https://www.transceleratebiopharmainc.com/assets/digital-data-flow-solutions/

TransCelerate Digital Data Flow (DDF) Ambition

Write Once, Read Many

TODAY: Document-based paradigm for protocol creation, TOMORROW: Digital paradigm for protocol creation, with fully
interpretation, and transcription into consuming systems automated data flow and interoperability between systems
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https://www.transceleratebiopharmainc.com/assets/digital-data-flow-solutions/

DDF Initiative encompasses technical delivery, change
management, and indusiry engagement
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The USDM Standard

C174447 [Study Arm tudyArms®s [
{
C170984 | Study Arm Name
C93728 | Study Arm Descriptic
C188827 | Study Arm Type
2DataOriginDescription C188828 | Study Arm Data Origin Vv caLse g
. — "codeSystemVersion": "2022-12-16",
L0g|Ca| Model JriginType 188625 |Study Am Data Origin Typ. o A el
) ) 3
The UML logical model (a class diagram) & CNEW |Study Arm Label “st
that provides the basis for the USDM C71738 | Study Epoch ‘
standard. App—— tp:/ /s cdisc.org”,
me C93825 |Study Epoch Name. mVersion”: "2022-12-16",
: "Data Generated Within Study"
n C93824 | Study Epoch Descriplic
StudyArm ©188830 |Study Epoch Type
+ id: String Unified Study Definitions Model
+ name:String Implementation Guide (USDM-IG)
+ description: String [0..1] CNEW __|Study EpochlL?
+ label: String (0..1] h Version 2.0 (Draft for Internal Review)
+ studyArmDataOriginDescription: String - ——ed P— .
1
s — Examples
This is the deaft version 2.0 of the Unified Study Definitions ' i i
R e e s Example protocols implemented in the

B

StudyCell
+  id: String

USDM with associated JSON files and
visualisations

.0 Draft fos Interal Review

‘#ta Interchange Standards Cansortium, Ine. All rights reserved.

E

studyEpoch

Implementation Guide

Guidance on using the USDM model

API Specification

Provides the means to exchange a

and ensuring conformance with the

single study between machines
using a JSSON AP

cdisc

> Expand all_sbject:

/v3/studyDesigns Study designs for a study

standard
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CDISC DDF / USDM: Phases One, Two and Three

( Phase One )

( Phase Two )

( Phase Three )

25 Classes

* Solid foundation

* The protocol document was an external
entity into which the structured content
could be exported

cdisc

35 Classes —

» Focused on the structured elements of the
protocol, e.g. the Schedule of Activities
(SoA) & Biomedical Concepts (BCs)

* The protocol document still an external
entity

58 Classes

Now contains structured and unstructured
elements

The entire protocol document can be held
within the USDM

Allows for the protocol document to be
generated from the model
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CDISC DDF / USDM: Phases One, Two and Three

( Phase One )

( Phase Two )

( Phase Three )

* Solid foundation

* The protocol document was an external
entity into which the structured content
could be exported

» Focused on the structured elements of the
protocol, e.g. the Schedule of Activities
(SoA) & Biomedical Concepts (BCs)

* The protocol document still an external
entity

- E'xtend, : W= e
-l el Document &-
o> ~ = Detail, M=
A Mi1-
- _ Precision
= ; \ )” y,
- 25 Classes — 35 Classes — » | =T :—

58 Classes

Now contains structured and unstructured
elements

The entire protocol document can be held
within the USDM

» Allows for the protocol document to be

generated from the model



USDM Content

Study, Identifiers,

Controlled
Terms Amendments
Estimands Unstructured Content
Populations
Study Designs,
Inclusion & Arms, Epochs
Exclusion

Interventions &

Indications Detailed Study Logic,
. . E t
Objectives & e
Endpoints

Procedures, Biomedical Concepts
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DDF Reference Architecture & Github

 The source of DDF Reference

Architecture deliverables

=

Unified Study Definitions Model (USDM) Class Diagram

P

<> Code (O Issues 49

‘The UML class diagram (normative) as well as SQL Data Dictionary, Entity ip Di exampla JSON output

Application Programming Interface (API) Specification
The AP definition (normative) in JSON and HTML forms

CDISC Controlled Terminology
The controlled terminology (normative) developed for the project. Provided in an Excel format so as to be easily saarched and filtered

Test Files
Examples of USOM JSON filas.

Implementation Guide
Explanation of the model and its use, examples elc

Conformance Rules
Specification of the CDISC CORE rules required for USDM conformance

) caisc-ors [ coF-RA = 1 DDF-RAworkspa.. & k

https://github.com/cdisc-org/DDF-RA }

Click 10 go back, held to see history

s DDF-RA  Public

‘generated from disc-orgiCOSAHackatharTemplate

¥ main - ¥ aBranches O 34 Tags Q Goto file

github-actions Generate Diff and Data Dict

£ EditPins +  © Unnatch 11

safcho8 -2 wesks age {9 691 Commits

™ githubjworkfiows Use gh ouTput instead of deprecated set-output & months ago
Generate Diff and Data Dict 2 weeks ago

= Docume Update informative diagram for criteria tweak 3 weeks ago

= HowTos initial commit

= images nitial commit 2 years ago

O .gitignore Updated Objective and Endpoint class 10 months ago

1) Pulirequests ¥ Zenhub O Discussions (2 actions [ Projects [0 wiki (D Security |~ Insights

ekt v fr st -

About

This is the repository for all code and
documentation for the DDF-RA project.
Readme

MIT license

Code of conduct

Activity

Custom properties

16 stars.

11 watching

<ol +aee8

ork

Repart repositary

[ CODE_OF CONDUCT.md qged the enforcement contact 2 years ago
[ CONTRIBUTING.md nitial commit 2 years ago Releases 34
[ Lcense
= O cdisc-org /| DDF-RA Q Type [¢] to search >
[ README.md

<> Code (9 Issues 44 {1 Pull requests

[ README @ Code of cof

[0 Files

DDF-RA ¥ main - + Q

Q Gotofile t

> B github
|+ & Deliverables

> b AP
> mcT
> e
> B RULES
> M uML

> [ Documents

> W HowTos

> [ images

Rjscussions (2} Actions

DDF-RA / Deliverables | (&

[ Projects [0 wiki @ security [~ Insights

Dave Iberson-Hurst Pushed to wrong branch, reverting

Name
..

W Apl
W cr
e

8 RULES

= umL

Last commit message

APlupdates

Update USDM_CT.xIsx

Added USDMIG post copy editing

Set of USDM v3.0 rules

Pushed to wrong branch, reverting




Example Resources — CDISC

ies-srg | DOF-RA = | DDFR

foe (O msuss T IV Pulvsauests ¥ D

e DDF-RA #ic

( https://www.cdisc.org/ddf }

w ¥ 3Branches © 32 Tags

Digital Data Flow

9 owsncdian Added USOMIG pas cop

- gitubpaklions

Overview ~ WhatistheUSDM  Participate ~ Webinar  Versions ~ FAQ  ContactUs

D

™ Documents

usdm 0.50.0
Welcome to Digital Data Flow (DDF) for Clinical Trial Protocols
Digital Data Flow Initiative will help modernize clinical trials by enabling a digital workflow with protocol digitization. This initiative establishes a foundation for a future state pip install usdm &

of automated & dynamic readiness that can transform the drug development process

Below are alist of the different websites sourcing specific content and resources. Depending on where you are in the journey, please feel free to explore the different

websites and their information.

CDISC DDF Website
You are here!
Leam about the Unified Study
Definitions Model (USDM) Reference

Architecture supporting Protacol

°- Standards
L Target Audience:

% : Those interested in

[ O datastandards

DDF Website

As the main website for DDF, learn and

access all resources supporting DDF

Target Audience:
All those interested in
implementing DDF Solutions

DDF GitHub

Learn about and access the Study
Definitions Repository Reference

Implementation

Target Audience:
Those interested in
SDR development

Transcelerate DDF Initiative Solutions

Learn about DDF background and

initiative roadmap

Target Audience:
All those generally
interested

cdisc

CDISC. Pioe Snudy ax, losded = 2024-06-20
orszazz

CDISC Github housing the USDM
deliverables (model, CT, API etc) along with
examples of protocols placed into USDM.

https://github.com/cdisc-org/DDF-RA

Open-source python package that
implements USDM V3. Can be used by
anyone to build test data

https://pypi.org/project/usdm/

Web-based version of the USDM test
tooling.

h : m-service.fl i

12


https://usdm-service.fly.dev/
https://github.com/cdisc-org/DDF-RA
https://pypi.org/project/usdm/
https://www.cdisc.org/ddf

https://www.transceleratebiopharmain
c.com/initiatives/digital-data-flow/

BACK TO OUR SOLUTIONS

Digital Data Flow

This initiative aims to move the drug development process from a current state of manual study start-up asset creation (i.e, Case Report Forms,
Procedure Manuals, al Analysis Plans, and Schedule of Activities) to a future state of fully automated dynamic, study start-up readiness
via an open-sourced, vendor agnostic technical solution that will reduce cycle times and improve data quality for sponsors, third-party providers,

sites and regulators.

KEY RESOURCES
INITIATIVE SOLUTIONS

INITIATIVE =h NEWS ARTICLE: ® DIGITAL DATA FLOW

@il oveaview = || DEVELOPMENT OF
DIGITAL DATA FLOW

OVERVIEW VIDEO

L L L

cdisc

Kital Data Flow Solutions

Example Resources — TransCelerate

TransCelerate web page holding.a
significant number of DDF and USDM
resources including the persona guides

https://www.transceleratebiopharmainc.com/
assets/digital-data-flow-solutions/

Github housing the source for the Study
Definition Repository (SDR) Reference
Implementation of the USDM

https://github.com/transcelerate/ddf-sdr-
platform

DDF solutions directory. A growing list of
self-reported solutions which utilize and
follow the DDF Unified Study Definitions
Model (USDM)

- I i -
Mﬂ@w. i ! htm

13


https://transcelerate.github.io/ddf-directory/directory/directory.html
https://transcelerate.github.io/ddf-directory/directory/directory.html
https://www.transceleratebiopharmainc.com/assets/digital-data-flow-solutions/
https://www.transceleratebiopharmainc.com/assets/digital-data-flow-solutions/
https://github.com/transcelerate/ddf-sdr-platform
https://github.com/transcelerate/ddf-sdr-platform
https://www.transceleratebiopharmainc.com/initiatives/digital-data-flow/
https://www.transceleratebiopharmainc.com/initiatives/digital-data-flow/

Phase 4 Overview

. ‘s * More focus on refinement rather
than new content

- .. * Need to pay attention to backward
compatibility

* Maximum alignment with ICH M11

« Conformance Rules now part of
the standard

UNIFIED STUDY

DEFINITIONS MODEL
(0DF)

Test Data

Phase Four Focus

USDM Enhancements Further IDMP Alignment, M11 amendments and versions, complex studies designs such as multiphase seamless
designs, additional trial registration mappings, and statistical / estimands enhancements

Continued alignment of USDM with ICH M11

Continue development of USDM Conformance Rules to support USDM v3.0 and v4.0

Continue support and development of test data and test tools

\_/ S\

Development of training and, education materials in conjunction with TransCelerate's Change and
Engagement team to foster adoption of DDF

e Participation in the Utilizing the Digital Protocol (UDP) project with TransCelerate, ICH and HL7 Vulcan

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

» Logical Model
The UML logical model (a class diagram) that
provides the basis for the USDM standard.

Core Rules
Specification of the rules that
define USDM compliance

USDM

UNIFIED STUDY
DEFINITIONS MODEL
(DDF)

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

14
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USDM generates various formats

Guideline & Template ‘ Tech Spec
G- cdisc
. UNIFIED STUDY
Electronic DEFINITIONS MODEL
Document (DDF)
Human Readable
Form

Machine-
Readable Form

) vurcan
I — [ — AL

cdisc

Standard Message Exchange Formats



Overview of M11 and the
ICH/CDISC Partnership




PROTOCOL (CeSHarP)

harmonisation for better health

. Founding ’
embers N embers
EC, Europe (EMA) « EFPIA * Health Canada, ANVISA, Brazil BIO
FDA, United States < JPMA Canada COFEPRIS, Global Self-
PMDA, Japan * PhRMA «  Swissmedic, Mexico Care Federation
Switzerland EDA, Egypt IGBA

HSA, Singapore
MFDS, Republic of

Korea

MHRA, UK
NMPA, China
SFDA, Saudi
Arabia

TFDA, Chinese

ICH CLINICAL ELECTRONIC STRUCTURED HARMONISED

harmonisation for better health

)' ICH

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

ICH HARMONISED GUIDELINE

CLINICAL ELECTRONIC STRUCTURED HARMONISED
PrROTOCOL

(CESHARP)

M11 TEMPLATE

Draft version
Endorsed on 27 September 2022

Currently under public consultation

At Step 2 of the ICH Process, a consensus draft text or guideline, agreed by the appropriate ICH
Expert Working Group, is transmitted by the ICH Assembly to the regulatory authorities of the
ICH regions for internal and external consultation, according to national or regional procedures.

18




M11 s ...

ICH CLINICAL ELECTRONIC STRUCTURED HARMONISED PROTOCOL (CeSHarP)

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

harmonisation for better health

)’ ICH

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

ICH HARMONISED GUIDELINE

CLINICAL ELECTRONIC STRUCTURED HARMONISED
PROTOCOL

(CESHARP)

Mi11

Draft version
Endorsed on 27 September 2022

Curvently under public consultation

At Step 2 of the ICH Process, a consensus draft text or guideline, agreed by the appropriate ICH
Expert Working Group, is wansmitted by the ICH Assembly to the regulatory authorities of the ICH
regions for internal and external consultaion, according to national or regional procedures.

harmonisation for better health

,' ICH

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

ICH HARMONISED GUIDELINE

CLINICAL ELECTRONIC STRUCTURED HARMONISED
PROTOCOL

(CESHARP)

M11 TEMPLATE

Draft version
Endorsed on 27 September 2022

Currently under public consultation

At Step 2 of the ICH Process, a consensus draft text or guideline, agreed by the appropriate ICH
Expert Working Group, is transmitted by the ICH Assembly to the regulatory authorities of the
ICH regions for internal and external consultation, according to national or regional procedures.

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

ICH HARMONISED GUIDELINE

CLINICAL ELECTRONIC STRUCTURED HARMONISED
ProTOCOL

(CESHARP)

M11 TECHNICAL SPECIFICATION

Draft version
Endorsed on 27 Scptember 2022

Currently under public consultation

At Step 2 of the ICH Process, a consensus draft text or guideline, agreed by the appropriate
ICH Expert Working Group, is transmited by the ICH Assembly 1o the regulatory authorities
of the ICH regions for internal and external consultation, according 1o national or regional
procedures.

Provides background, purpose, and
scope as a guideline

cdisc

Provides the written format for the
Interventional Clinical Trial Protocol
Template

Provides the technical representation
aligned with the guideline and protocol
template



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

M11 Simple Example

! Template Specification |

Protocol Full Title: [Protocol Full T
The protocol should have a descriptive title that identifies the
scientific aspects of the trial sufficiently to ensure it is
immediately evident what the trial is investigating and on
whom, and to allow retrieval from literature or internet
searches

Sponsor [Sponsor Confidentiality Statement]

Confidentiality Insert the Sponsor’s confidentiality statement, if applicable,

Statement:

otherwise delete.

Protocol Number:

[Protocol Number]

A unique alphanumeric identifier for the trial, designated by the
Sponsor, is a standard part of trial data, and should be included
for most trials.

Version: [Version]
An optional field for use by the Sponsor at their discretion.
Amendment Number: [Amendment Number]

Technical Specification

Term (Variable) Trial Phase
Data Type Pick list
Topic, Value or D

Header

Definition

User Guidance

For trials combining investigational drugs or vaccines with devices,
classify according to the phase of drug development.

Conformance Required
Cardinality
Relationship content | Title Page

from ToC
representing the
protocol hierarchy

Relationship
(reference to high
level conceptual
model)

Value

=

Trial Phase:

[Trial Phase] [Description of Trial Phase Other]

Acceptable entries are: “Early Phase 1”, “Phase 1”, “Phase
1/Phase 2”, “Phase 2”, “Phase 2/Phase 3”, “Phase 3”, “Phase 4”,

Compound Number(s):

[Compound Number]
Enter the S

cor

pound Name(s)

from the table if a nonpropri

Omit proprietary name

Trial Phase:

cdisc

Early Phase 1
Phase 1

Phase 1/Phase 2
Phase 2

Phase 2/Phase 3
Phase 3

Phase 4

Other

Business rules

Value Allowed: yes
Relationship: n/a
Concept: Protocol short title

Duplicate field in
other sections

20




Controlled Terms

Protocol Full Title: [Protocol Full bererey
The protocol should have a descriptive title that identifies the
scientific aspects of the trial sufficiently to ensure it is
immediately evident what the trial is investigating and on
whom, and to allow retrieval from literature or internet
searches

Sponsor [Sponsor Confidentiality Statement]

Confidentiality Insert the Sponsor’s confidentiality statement, if applicable,

Statement:

otherwise delete.

Protocol Number:

[Protocol Number]

A unique alphanumeric identifier for the trial, designated by the
Sponsor, is a standard part of trial data, and should be included
for most trials.

Version:

[Version]

An optional field for use by the Sponsor at their discretion.

Amendment Number:

[Amendment Number]

Technical Specification

| Template Specification |

Term (Variable) Trial Phase
Data Type Pick list
Topic, Value or D

Header

Definition

User Guidance

For trials combining investigational drugs or vaccines with devices,
classify according to the phase of drug development.

Conformance Required
Cardinality
Relationship content | Title Page

from ToC
representing the
protocol hierarchy

Relationship
(reference to high
level conceptual
model)

Value

=

Trial Phase:

[Trial Phase] [Description of Trial Phase Other]

Acceptable entries are: “Early Phase 1”, “Phase 1”, “Phase
1/Phase 2”, “Phase 2”, “Phase 2/Phase 3”, “Phase 3”, “Phase 4”,

Compound Number(s):

[Compound Number]

ational
al fields as

Enter the tifier for in:

Inique ic

n the trial. Add or delete additi

pound Name(s)

ary Name]. [Proprietary Name]. [Addition

Trial Phase:

[Trial Phase] [D
Accepta

le ent
Phas

Early Phase 1
Phase 1

Phase 1/Phase 2
Phase 2

Phase 2/Phase 3
Phase 3

Phase 4

Other

Business rules

Value Allowed: yes
Relationship: n/a

Concept: Protocol short title

Duplicate field in
other sections

cdisc

CDISC CT

Trial Phase Response

(C66737)

NOT APPLICABLE
PHASE 0 TRIAL
PHASE | TRIAL
PHASE I/l TRIAL
PHASE Il TRIAL

PHASE II/lIl TRIAL
PHASE IIA TRIAL

PHASE IIB TRIAL
PHASE Il TRIAL

PHASE IlIA TRIAL
PHASE IlIB TRIAL
PHASE IV TRIAL
PHASE V TRIAL

21



CDISC M2/M11 Engagement

03

cdisc

Controlled terminology,

O 1 code lists, content
nomenclature.

Determine conformance
rules for M11 model.

VULCAN

Joint project with Vulcan FHIR <
accelerator to deliver an 6“

electronic exchange standard for

Presented by Panagiofis Telonis (EMA), CDISC EU Interchange 2023

22



ICH and CDISC MOU (Memorandum of Understanding)

As a collaboration between ICH and CDISC,

the goals of the agreement are to:

« Use a unified governance process and
terminology services for the long-term
support of ICH controlled terminologies

* Curate and maintain ICH controlled
terminologies

» Follow a robust process for the public
review and publication of ICH
terminologies

» Ensure the terminologies are freely
available to the public following public
review

cdisc

Scope

For ICH members to adopt and implement a clinical information standard it is critical that all terminology
components, including but not limited to definitions described in the technical specification, are part of a
greater international controlled terminology resource managed by an internationally recognized standards
development organization (SDO). CDISC has been identified by ICH as a reputable SDO with the
qualifications and capabilities to support the maintenance and facilitation of the governance process for
ICH controlled terminology.

This Memorandum of Understanding (MOU) sets forth the roles and responsibilities of each party as they
relate to the governance of the ICH terms and definitions developed in collaboration with CDISC. This
MOU is intended to describe the goals, the high-level governance process, and how each party will
collaborate. Specific projects (e.g., M11 controlled terminology) will be defined in detail as part of an
annex to this MOU mutually agreed upon by CDISC and ICH.

Goals
As a collaboration between ICH and CDISC, the goals of the agreement are to:
1. Use a unified governance process and terminology services for the long-term support of ICH
controlled terminologies.
2. Curate and maintain ICH controlled terminologies.

3. Follow a robust process for the public review and publication of ICH terminologies
4. Ensure the terminologies are freely available to the public following public review.

(W
cdisc ) ICH

harmonisation for better health



USDM, M11, and the HL7 UDP — how do they
come together?
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TransCelerate Digital Data Flow (DDF) Ambition
Write Once, Read Many

TODAY: Document-based paradigm for protocol creation,

TOMORROW: Digital paradigm for protocol creation, with fully
data flow and interoperability between systems

™3 RESERVED

TansCelerste

P ion, and into Y
' Digital Flow 3
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(6] [6) (0] o o A UnifledSiudy Definions AP Confrolled i
(=) =) @ @ r?_] (UsDM) Specs Terminology H
4 ) S Automation .
B == = g = Study Team Ed BH B B E3 =) Bt
3 cims  ocT RT ERR Design & Protocol Sl | S S S $
Auﬁloring EDC cTMS ocT IRT EHR

CDISC Controlled Terminology
Provides further semantics,

Logical Model

The UML logical model (a class diagram)
that provides the basis for the USDM
standard.

bt e

cdisc

Examples

ation Guide
ing the USDM mode
mance with the

UNIFIED STUDY

DEFINITIONS MODEL

Value of an Electronic ICH Protocol Template

Protocol will be data-driven. ..

* Tailored User Experience
* Task or role-based views of the content

sponsor submissions

interventions, etc.

= Personal views— have the information served up the way you

+ Perform “what / if” scenarios on trial design, arms,

(DDF)

Value of an ICH Protacol Template = want it A
+ predicabilty * Collaboration *7
 Format and Sructurs - Tl of Contents &
+ Com Cantent - camman setof = Multi-sponsor development programs
« Allaws flexibility - recammended and optianal text / sections * Regulator to Regulator Reviews t
+ Common Instructions * Downstream Automation +
nd “Bowmsresnt™ * Clinical Trial Registries g
+ Cansistent with allsther redevant ICH Guidelines, where posible + Data Capture e
+ Aceprabe n gl icH countries « Statistical Analysis Plan H
* Clinical Study Report i i
* Other Protocols .
* Future e
* Capability to compare / contrast trial designs across k t

Page 14

CDISC DDF / USDM: Phases One, Two and Three

( Phese One: ) (" PhaseTwo _ (" Phase Three )
- . o S o Extend,
5 5 2 - & i Document &
. Detail,
o o -0-2 g M1
Precision
BCs
2 60 Classes
Solid foundation « Focused on the structured elements of the * Now contains structured and unstructured
The protocol document was an external protocol, e.0. the Schedule of Activities elements
entity into which the structured content (SoA) & BCs * The entire protocol document can be held
could be exported « The protocol document still an external within the USDM
entity « Allows for the protocol document to be
e generated from the model
cdisc

cdisc
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Example Use Cases |

4

Authoring

Protocol authoring
and sharing including
the providing a
tailored user
experience.

Provide a solid
foundation for study
execution

A standard for
protocol information
re-use during and
after study execution

i e

Regulatory

Automate or ease the
process of providing
protocols and
protocol information
to regulators and
clinical trial registries

mmmm———————

Data Capture

The use of detailed
study design
information to ease
the configuration
data capture systems

4

Insights

Use of protocol
information to gain
insights into past
performance to
improve future
outputs and
processes

/N

Subject Impact

Use of protocol
information to assess
impact on subjects
such as subject
burden, time and risk

( There are many use cases, these
are just a few examples

)
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Example Use Cases 2

SDTM T Domains

Use of protocol
information to
generate SDTM trial
design domains

Can also read trial

design domains to
assist in rebuilding
studies

i e

SDTM Data

Use of the detailed
study design
information available
within USDM to
provide a solid
foundation for the
automated
generation of SDTM
data domains

mmmm———————

aCRF

Use of the detailed
study design to
create an annotated
Case Report Form for
the study

<ODM>

Define.xml

Use of the detailed
study design to
create a define.xml
for the study

4

Data Decay

Use of the detailed
study design
information available
within USDM to
provide a framework
for ingesting old
study data

( There are many use cases, these
are just a few examples

)
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ICH M11 and Vulcan Utilizing Digital Protocol (UDP)

USDM and Terminology

cdisc . . A—
c
D TransCelerate E £ ﬂ i i -
M1L/USDM  USDM JSON USDM USDMIG
- USDM Terminology API Conf
e : onformance -
Ut|||2|ng the Digital Protocol — UDP
VULCAN

AHL7FHIR

Use . Implementati i *
cases med Applicatio Connectathonl

VULCAN~UDP

Inputs:
ICH M11 template
ICH M11 technical specification
Models, definitions

FHIR will carry CDISC CT
and USDM content

The technical specification
can be used to develop
other Implementation
Guides

28



Timelines

I
: : Regional . | '
5 i i Updated I?Eh Spec Partngevi W . Public Con sultati|on: Start X i
i f \ 4 A\ 4 \ <4 |I
§ ech Spe f | FTA i ﬂ« »?« »’« 1
5 : : : | 1
i1 ] ] | | : 3 . i
6% i Updated Guidelihe/Template i ! Public Consultation: End
= ! vy ! vy vy |
o= | LY ; s ®; —>
i i | | ]
| | a a =
o g = | USDM 3.0 Release | USDM 4.0 Public Review USDM 4.0 Release !
g CT ! ! | | i
33 TIHITETS i i l ! !
:g &;5 Termino ogy i i i i E
0 & : : : : :
= = i i i i :
H i i i i '
O~ 48 | | | | :
. | a a =
i i | | |
- | | a a :
o L i l
z T | Implementation | : ! ! i
Sz s s a | |
S€ [ '! ; | | i ]
Referenc | : : :
g App l b T o ;
i r_L T 3 ] o ]
i | r— ——_
i Connectathdn May 18-19 Conm Con necltathon Connectathon
1 i
i
1
i

— N L —
— ! 5 i 7 | o
iy | i (1 i - :
‘ Webinar Apr 30 . Webinar July 11th A Webinar A Webinar ‘

Jan 2024 May 2024 Sept 2024 Jan 2025 May 2025
Q42023 Q12024 Q2 2024 Q3 2024 Q4 2024 Q12025 Q2 2025

VULCAN
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PROJECT PRISM

A Regulatory Cloud Collaborative Initiative

precisionFDA Regulatory Information Service Module

FDA-Industry Research Collaboration Agreement
(Public-Private Partnership)

B UsomEoRe o Bochringer (8 (ko) B .
o< Gl mgelheim @ senono f 7Takeda U Bristol Myers Squibb” .



Implementation of the M11 Protocol Standard for
Interactive Activities in the Cloud
Structured

A Py
5:&:::3% g [ ] Protocol e Use a common data model & standards

" lusin g the M11
Sponsors Standard (e.g., CDISC)
eCTD Modules A .

* Can be exchanged using multiple

Ko M11-conformed eProtocols...

Private Review Spaces

standards: FHIR, XML, MS Word, PDF

e A @ |wwr.  GDPR
* Can use common tools to access data
* - - [ g repositories
Sponso © 00 Sponsor — ? %
Sponso r2 N ) .
7y eCTDAccess  Apps  Data * Can be real-time quality-checked
1 | ive Revi ? .
[oqartve Rovion Saees * Ensure consistency across protocol
precisionFDAa’? sections
Data Validgon Results * Ensure line of sight of trial objectives,

endpoints, procedures and design.

\ 2 v B Z

‘
0 g&*m - .. ma&m ——ﬂmanm --%Q&RM .
* Facilitate downstream processes, e.g.,

Private Review Spaces SAP, CSR, Registries e

Note: This is only an example, the regulatory agencies noted above does not imply their participation 21
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Status

USDM being kept aligned with the ICH
M11 work via close communication
and development of M11 CT

CLINICAL ELECTRONC STRUCTURED HARNONSED
‘Protocor

ICH & M11 Specifications can

ST

e Continue support and development of test data and test tools

Phase Four Focus

USDM e
designs. addiion il egarton mapgings,and sitstcal estnends enhancements

Continue development of USDM Conformance Rules to support USDM v3.0 and v4.0

9 Participation in the Utiizing the Digital Protocol (UDP) project with TransCelerate, ICH and HL7 Vulcan )

USDMPhase 4

Development of training and, education materials in conjunction with TransCelerate’s Change and

Engagement team to foster adoption of DDF

Refine, improve, adopt

FOM copies the prototols into their
private space

Goals 3-5 of the PRISM M11 Use Case

‘Spomior copias tha protocols 1o the
FDA-Bi shared area

= FDA & PRISM
Working with FDA to
pilot first elecgronic
transferof an M11
protocol as well as
tooling to support

UNIFIED STUDY
DEFINITIONS MODEL
(DDF)

EMA & CTIS

Working with EMA to align
USDM with CTIS to faciliate
work such as dashboards

o EUROPEAN MEDICINES AGENCY Q
ENCE MEDICINGS HEALT

Home > Human regulatory: overview > Research and development
> Clinical trials in human medicines > Clinical Trials Information System

Clinical Trials Information

System

The Clinical Trials Information System (CTIS) supports the flow of information
between clinical trial sponsors, European Unicn (EU) Member States, European
Economic Area (EEA) countries and the European Commission. CTIS went live with
a searchable public website on 31 January 2022.

(Human ) (Clinical trials

Atlanta, Sept 2024

ABSTRACT SUBMISSIONS
ARE NOW OPEN!

Abstracts are due on July 19. Learn more
about the submission process here.

DDF IN
ACTION DAY

DDF VENDOR
SHOWCASE

ot ot
26 September 10 October

HL7 Vulcan & UDP
Working with HL7 Vulcan
to build FHIR message to
support exchange of
USDM / M11 content.
Next connectathon is

HL7 FHIR Connectathon

B+ B

TransCelerate & Adoption
Several sponsors and vendors
working with USDM. Latest
adoption willbe visible at the
TransCelerate ‘DDF in Action’ day

32



Summary

 Digitalizing protocol is well underway

 This collaboration will accelerate the

operationalization of the digital
" prOtOCOI eProtocol

© » Sponsors and vendors have started
to pilot and implement
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