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Meet the Speaker

Dave Iberson-Hurst

Title: CDISC USDM Product Owner
Organization: CDISC & data4dknowledge

40 years' experience across several industries with the last 25+ years spent in the
pharmaceutical industry combining his technology and software development
experience with clinical trial process and data standards knowledge.

During this time, he has served as the CDISC CTO, worked on, and led, several CDISC
teams, presented in many forums in Europe, the US, and elsewhere across the globe. He
has worked closely with the FDA, EMA, HL7, ISO, and other standards organizations and
was was a member of CDISC's Blue Ribbon commission.

He is currently the CDISC Product Owner and Technical Expert for the Digital Data Flow
project.

He is a partner at data4knowe|dg|;e in Copenhagen and is focused on getting greater
value and utility from clinical trial data.
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Start USDM Phase 3

June:
USDM v2 HL7 VULCAN Connectathons
February: o o o 4 o o %

ICH M11 Comment Period Closed

October: o ‘

Start USDM Phase 2 :
, o Q4: Q4
March & April: September: o: Updated ICH M11 © ICHM11 ©Q
TransCelerate DDF Hackathon * ICHM11 Released * : Specifications : Specifications :
: Pl ] : : Q2
: I:
November: : July: July: Apri Q2 : FHIR o
TransCelerate DDF Webinar :  Start USDM Phase 1 O USDM v1 O USDM V? & Q USDM v4 Q :Specification :
: : : : Phase 4 Scoping : : ! Released :

Initial Development Further Development

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

June 2018

()
TransCelerate VULCAN~UDP " ICH

BIOPHARMA INC. harmonisation for better health




( October 2022 )

The first step in a journey. The base model providing an
@ DDF 1 initial capability. Industry already pushing the boundaries
of the model and using for a varied use cases

DDF 2 just starting. Focused on two major use cases: EDC
and CPT but the model will be expanded in other areas.

When does the community recognise the
9 = = benefits of an “electronic” study design /
m Tlpplng POlnt? protocol? The “what is in it for me” question.
- There is a change management issue. Tlme
o o Where is the win? The tangible,
(Yl short term, gains ... CTMS, CT

registries (e.g. CT.gov) and others

An eco-system of tools, APIs available off-the-shelf (the proto
API, the CTMS API ...) supported by well-understood model

Longer Term Challenge

Implications for the CDISC products driving the need
“integrated”, “consistent” and “aligned” standa

2022 2023 2024 2025 +

Timeline indicative, NOT definitive



Unified Study Definitions 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

Digital Flow = &8/0 e
(_single Source of Truth )
+

Study Definitions Repository (SDR)

Ry

l l l l l :Z: " Reference Implementation

O O O 0 O 33 =
®) ®) @) &) (@) @i cdisc

4 4 4 4 4 S Lo °y

A .

O O O A\ Unified Study Definitions API Controlled
[D) [D) [D) [D) [D) Model (USDM) Specs Terminology

} : ! “[ZZZ‘ ! {ZIZ‘ ] : i EIII‘ !

e e Study Team EH B B B EY
EDC CTMS DCT IRT EHR Design & Protocol 4 5= 5= & ©

EDC CTMS DCT IRT EHR Protocol

Authoring


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

The U S D M CDISC Controlled Terminology Examples

Provides further semantics, complementing the UML model. Example protocols implemented in the USDM

Sta n d a rd Includes the definition of classes, attributes, and value sets with associated JSON files and visualisations

C174447 | Study Arm tudyArms": [
{

"StudyArm_1",
Placebo”,

C170984 | Study Arm Name
C93728 Study Arm Descriptic

Placebo”,

C188827 |Study Arm Type
ADataOriginDescription | C188828 |Study Arm Data Origin CORE Rules codesysten: -
. Description e . 'codeSystemVer : "2022-12-16",
Loglcal Model JriginType C188829 |Study Arm Data Origin Typ. SpelelCathn of the "decode”: "Placebo Comparator Arm'
f f rules that define "StudyArmDataOriginDescription”: "Data coll
. The UML logical model (a class diagram) el CNEW __[Study Am Label USDM i Ty criptiont Thata collec
. . : StudyEpoch C71738 | Study Epoch compliance 'id": "Code_62"
e that provides the basis for the USDM P 3048 “code”: "C188866",
e codeSysten’ .cdisc.org”,
standard. me C93825 |Study Epoch Name 'codeSystem\ 12-16",
"decode”: "Data Generated Within Study'
= [ Waming/ Eror ~ |
n C93824 | Study Epoch Descriptic ~ 4F ¢ "StudyArm_2", .
188830 |Study Epoch Type I m Xanomeline Low Dose",
StudyArm - '
Y \ description": “Active Substance",
+ id: String ﬁ Lt b Lyi; {Code 63"
et "amE_=S_UmE ) CNEW _ [StudyEpochie A "code": "C174267",
|+ description: String [0..1] 1 Gh I "codeSystem":
+ label: String [0..1] AL :““‘“5\"‘7“'“'*““
+ studyArmDataOriginDescription: String 1 ‘
unique. AL
1 ‘ ety I on 2.0 Draft for Internal Review)
studyArm 2.4 Provisional (0.39)
v| 1 API for DDF \ e ff oss
\ I 4 cdisc
lerate Digital Data Flow (DDF) Study Definitions Repository API.
StudyCell ¢ \ Y 4
: - studyEle T S e
$ +  Id:String biomedicalconcept category or biomedical . o
: . . N ! erroR ctvity Unified Study Definitions Model
o - duction Routes that form the production specification. jurels expected to bereferenced byan activiy. [Activty A N
. S e e DR Implementation Guide (USDM-IG)
1 \cept categoryor biomedical concept
/v3/studyDefinitions Create astudy [WARNING [Activi Version 2.0 (Draft for Internal Review)
studyEpoch ‘lnlmepmusmﬂnmmm’m Prepared by the
‘@ [E500 /va/studypetinitions/{study1d) Updatoa stucy E— DDF Team
3 Totes to Readers
/v3/studyDefinitions/{studyId} Retumnastudy
API Specification R e R bk s e
. /v3/studyDefinitions/{studyId}/history Retums the study
Provides the means to exchange a ey

[Version
2.0 Draft for Internal Review]

‘ata Interchange Standards Consortium, Inc. All rights reserved.

single study between machines
using a JSON API

/v3/studyDesigns Study designs for a study

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

> Expandall object




CDISC DDF / USDM, Phases One to Four

Phase One Phase Two Phase Three Phase Four
25 Classes 35 Classes 58 Classes 89 Classes

e Solid foundation

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

be exported

cdisc

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

The protocol document still an
external entity

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

Aligned with ICH M11

Support for complex studies,
interventional & observational
studies, and medical devices

Maximise content re-use and
support for multiple document
templates

Extension mechanism to
provide flexibility




.~ DDF Evolution: PHASEONE  PHASETWO  PHASETHREE  PHASE FOUR
.. Phases One to Four July 2021 - Oct 2022 - July 2023~ Apr 2024~
8:-ileeee July 2022 Sep 2023 May 2024 1Q 2025
b 41 USDM Data Model |
Resill ! -
-y 5. API Specification D
;o RSN = CDISC Controlled Terminology
Reference
Architecture fc®é Implementation Guide D
§2 Test Files D
Conformance CORE Rules - POC TBD
_J Study Definitions Repository (SDR)
, Common Protocol Template (CPT)
TransCelerate’s Interface Tool - POC .
SDR & " . .
. i+ Implementation Architecture
Implsemeni?ilon Scenarios Toolkit * *
uppor
Persona Toolkits (MW, DM, IT) ‘ ‘
oﬁo Cloud Agnostic SDR - POC

cdisc

Legend ‘ still Applicable




DDF Web Page

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

[ X )
Cd ISC About Standards Tools Partnerships Education Events Membership

Home / Digital Data Flow

Digital Data Flow

Overview Phase 4 Public Review What is the USDM Participate Webinars Versions FAQ Contact Us

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

CDISC DDF

foundation for a future state of automated & dynamic readiness that can transform the drug development process.

Below are a list 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 DDF Website DDF GitHub Repos TransCelerate
You are here! DDF Initiative Solutions
Learn about and access the As the main website for the DDF Learn about a technical
Unified Study Definitions Model initiative, learn and access all Reference Implementation of the Learn about DDF Initiative
(USDM) Reference Architecture resources for DDF solutions USDM, the Study Definitions background and roadmap

supporting Digital Protocol Data Repository (SDR), and access the




DDF-RA (USDM) GitHub

= O cdsc-org | DDF-RA =/ DDF-RA-workspa... $

<> Code Issues 49

11 Pullrequests 3 Zenhub

Click 42 go back, old 42 uee hitory

«~ DDF-RA

generated

Pubic

cdsc-orgiCOSAHackathonTemplte

F man ~ ¥ aBranches © 34 Tags

github-actlons Ganaras

B grhubiworkflows

B pocuments
B HowTes
B moges

0 grignara
(3 CODE_OF_ConDUCT.md
CDISC GitHUb 7 CONTRIBUTING.md
0O ucense

7] README.ma

(0 README & Code of conduct

DDF-RA

use gh outpul instesd of depre

ata Diff and Data Dict

Update informative diagram

Updated the endorcement contac

nitial

Update copyright holder

Update README

0 MIT Icense

() Discussions () Actions [ Projects 0D wik ) Secwity |~ Frsights
<7 EdRPins ~ @ Unmatch 11~ Y Fork 1 - 7 Star 16 -
Q Gotors C adame - About
This is the repository for all code and
bt - 2 ekt wgn  05) 391 Commits

d set-outpul

nteris tweak

( nttps://github.com/cdisc-org/DDF-RA )|
- + =[]

L Typel/|to search 2.

documentation for the DOF-RA project.

& months ago [ Readme

& MIT licarsa

@ Code of conduct

Thity

[E] Custom properties

<> Code () 1ssues 44

Q Type(7] to search >

squests () Discussions ( Actions [ Projects (D wiki @ Security [~ Insights

(Il Files A [ Deliverables |
" o [
Saman Qa Dave Iberson-Hurst Pushed to wrong oranch, reverting
Q Gota file t
Name Last commit message
> W github
~ @ Deliverables ..
> AP W Pl APl updates
T
> mc | cr Update USDOM_C T.xIsx
> G
=G Added USDMIG post copy editing
> I RULES
> BB umL B RULES Sat of USDM les
> I Documents - o Pushed to wrong branch, reverting
> [ HowTos
> W images

13




The
P

of

Use Cases

Past Protocols ]

Y TransCelerate

BIOPHARMA INC.

Retrospective

Protocol ‘Store’

e storage of past
onsor protocols in

use cases such

as:

Therapeutic area specific
content

Standard inclusion and
exclusion criteria.

Libraries of objectives,
endpoints and esfimands.
Asses the past fo prevent
protocol amendments.
General search across the
lirary

=
[
to support a variety L]

USDM in Action
Use Cases Supporting the DDF Vision

Use Cases

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

(=[]

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

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

Study Build =
Build of the study based [ |
on the profocol |
including all detailed [
procedures and

assessments to allow
forimmediate

deployment.

Feasibility & Cost [ 1

Support study feasibility Dﬁ

and complexity (]
[}

evaluations.

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

[}
Authority DD
Approval for the ]
execution of the study [

including IND, CTA etc
and discussions with

kegbialbry h

Stakeholder Views [ 1|

Tailored views for
stakeholders such as IRB ||
and ethic committees. ][]

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 fransmission specifications
and more

[ [

TMF I [
Linking the protocol to [ |
the specification of [
milestones and =
essential documents

Prospective

Study
Execution

Amendments =
Support the
amendment process
with the ability to |
indicate the precise

changes fo the user

community.

Ensure fewer
amendments (see
Protocol Store).

Subject Information L[
Provision of improved (]
information to subjects [
regarding study

execution, improve

expectation

management.

Data Collection

|
Strategy
Ensure all data that is

needed for analysis is (]
collected. Remove
unnecessary

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

i

Trial Registries =
Registration of the study
with registries such as
CT.gov, CTIS efc.

j =
i

Training

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

-

-

Site Support
Provision of tailored
information fo sites
regarding study

0

execution.

I EgE
UimE [Omf

Drug & Study S —
Materials [
Assist in the planning ]
and provision of study [
drug, materials and

supplies

Subject [l
Recruitment -
Support the 1

identification of =
subjects to help

improve subject
recruitment o the

study. Help support EHR
parficipation

identification.

statistical metadata to
assist in the derivation
of analysis datasets

Cl
[

m
0

Statistical Analysis [
Plan

Use the protocol as the
initial source of the SAP [
to ensure consistency

with objectives,

endpoints, esfimands

Come

cdisc

Unified Study Definitions
Model (USDM)

Unstructured

Controlled Terms Content

Popuiafions _ Study, Identifiers,

Exclusion, N
&

Inter
Indications,
Esfimands,

o) i

Study Designs,
Arms, Epochs

Procedures,

BoRtadical Detailed Study Logic,
&

Encounters

Analysis & Regulatory
y Reporting Submission
y

Automation ] Submission =
Provide a solid [ | Preparation of the =
foundation for the ] |submission by the ]
automation of analysis ][] | | sponsor [
and reporting outputs
such as TLFs and CSRs. - -

R y Review [ |
SDTM ] [Review of the =
Creation of ‘" 1 | submission by the ]
domains. Auto || iregulatory authority L]
generation ofdata ][]  and discussions /
domains questions with the

sponsor

Statistical and Safety [ ]
ADaM | Review ]
Use the protocol Support the [

[

comparison of data by [
arm or study design.

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

Across The Lifecycle

Dashboards o

The display of profocol D:l

related information
sourced from one or

more protocols in ways
which have not been
achievable before

Comparison =
Compare and verify D
differences across

versions and similar
protocols

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

e

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)

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 definifion of the study logic including
support for the Schedule of Activities.

Unstructured Content

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

P n Concept:
The detail around the procedures and
observations fo be performed as part of the
detailed study designs.

Controlled Terms

The confrolled terminology needed to define
the semantics within the model. Managed in
the same manner as all CDISC CT and aligned
with the M11 femplate standard.
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ICH CLINICAL ELECTRONIC STRUCTURED HARMONISED PROTOCOL (CeSHarP)

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

an for batter hoaith

INTERNATIONAL COUNCIL FOR HARMONISATION OF TECHNICAL

REQUIREMENTS FOR PIIARMACTUTICALS FOR ITUMAN USE

ICH HARMONISED GUIDELINE

CLINICAL ELECTRONIC STRUCTURED HARMONISED
PROTOCOL

(CFSHARP)

M11

Diraft version
Tadorsed 00 27 Seprember 2022

Currently wnder pblic consalsation

465 2 of the ICH Pross 2 comsenss dvaft 12 or gudline, agrood by th apguoprians ICH
Expert Working Growg, is iransmittedd by the ICH. by i the regwlatory f the
regions for inievmal and exieenal consnliation, accondivg fe sational ar regional procedures.

INTERNATIONATL COUNCTL. FOR HARMONTISATION OF TECHNICATL
REQUIREMENTS FOR PHARMACTUTICALS FOR HUMAN USE

1CH HARMONISED GUIDELINE

CLINICAL ELECTRONIC STRUCTURED 1IARMONISED
PROTOCOL

(CESIIARP)

M11 TEMPLATE

Drall varsiv
Endorsed on 27 Scpleniber 2022

Currently wnder public consultation

At Step 2 of the JCH Process, a consensus draft text or guideline, agreed by the appropriate ICH
Expert Working Grow, is tramsmitied by the ICH Assembly to the regulalory authorities of the
ICH vegions for insermal and external consultarion, according 1o national av regional procedures.

)

ICH

harmansaticn for better health

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

1CH HARMONISED GUIDELINE

CLINICAL ELECTRONIC STRUCTURED HARMONISED
PrOTOCOL

(CESHARP)

M11 TECHNICAL SPECIFICATION

Draft vesica
Endorsed om 27 September 2022

Curranidy andar grublic coveestation

A Stu 2 of tha JCH Process, @ conswneas deaf taxs e guideline, agess by the approgeiat
ICH Expert Working Growp. i¢ (rarewitted by the JCH Assombiy o the reguiatory authories
of the JCI regions for mternal and exsernal consultation, accondimg o manonal or regional
procedures.

cdis

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
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USDM The graphic shows the links between the Trial Phase

‘ field that is defined as part of the M11 Title Page to
pr— documentversions the M11 Technical Specification, on to the USDM and
bmmesTrrapesves ok 01| onwards to an implementation of USDM and M11

rationale: String
notes: CommentAnnotation [0..*]

StudyVersion

M11 & USDM

T

B
studyDesigns
Vo

» A StudyDesgn has a studyPhase

. * studyPhase is an AliasCode
mm”mmmmmm » AliasCode can store:

» a single standard code (CDISC Trial Phase
StUdyPhase: AliaSCOde [O ] 1 ] Response, C66737) using the Code class

* And zero or more other alias codes (e.g. a

P sponsor phase code) using the Code class to
gy provide flexibility
label: String [0..1]
description: String [0..1]

isRetained: Boolean
includesDNA: Boolen [0,

StudyDesign

<Enter Sponsor’s Investigational

+ id: String

Enter the Sponsor’s unique identifier for inves)
compound(s) in the trial. Add fields as needed.

<Enter Nonproprietary Name(s)>
(s)>

< fields if a nonproprietary name ha
[Trla—l Phase] It proprietary name fields if 5@

T CRaTaCieTRICS CO0e 0]
+  studyPhase: AliasCode [0..1]
note. g Anpotation 10 +115

Trial Phase:

F——

model: Code
subTypes: Code [0..%]
blindingSchema: AliasCode [0..1]
intentTypes: Code [0..*]

TS

Short Title: ort Title> Unavailable

Short title shoul&¢onvey in plain language what the trial is
about and should g suitable for use as “Brief Title” or “Titly
Plain Language” in g\pal clinical trial registries. It can alsg
suitable for use with infgrmed consents and ethics cory

<Enter Trial

ent Scope: Unavailable

ompound Name(s): Pembroluzumab

submissions.

RADVAXTm

Valid Value
Vi

Template Specification I il )

C48281

For review purpose, see definition of the controlled terminology below

A stage in the clinical research and development of a therapy from first-in-
human to post-approval clinical trials.

/U\Guidance For trials combining investigational drugs or vaccines with devices, classify
di 1o th, . £ . d 1

Phase 1 (C15600)

Short Title: RadVax™: Pembrolizumab & Hypofractionated Radiotherapy

Sponsor Name and Address: University of Pennsylvania

ConfoNpance Address on File.

Agency Identifier UPCC# 40914

o Early Phase 1 (C54721); Phase 1(C15600); Phase 1/Phase 2 (C15693) Phase

1/Phase 2/Phase 3 (C198366); Phase 1/Phase 3(C198367); Phase 2(C15601);
Phase 2/Phase 3(C15694); Phase2/Phase 3/Phase 4(CNEW); Phase 3(C1560:
R remeeiom Phase 3/Phase 4 (CNEW); Phase 4 (C15603)))

ules \ Value Allowed: Yes
mm
Concept: C48281

No

\<i Technical Specification 17

Implementation




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

e 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
grealer 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
ICIT controlled terminology.

This Memorandum of Understanding (MOU) scts forth the roles and responsibilitics of cach party as they
relate 1o the governance ol 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 cach 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 aunified governance process and terminology services for the long-term support of ICH
controlled terminologics.
Curate and maintain ICH controlled terminologies.

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

ICH

harmonisation for better health

NS

cdisc
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Usom

The “maping is ot pecis, s indicaive 5055 10 prvide an verview of s of
USon.

Genersiod from 5 popuisted model

USDM <-> M1

The graphic provides a
visual guide to how the
content defined by the
ICH M11 Teamplate
speciciation is handled
within USDM

Image by kind persission of
datadknowledge ApS



USDM, M11, and the HL7 UDP




VULCAN~UDP

=« —  Utilizing the Digital Protocol

UDP is an Umbrella Project with many Use Cases

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

eoco Models and Termlnolo
cdisc o
>>> .’ CT . . ;
'I‘ermlnology

TransCelerate
BIOPHARMA INC.

* FHIR will carry CDISC CT and

§eutilid USDM content

o N Implementation and Testing

Al VULCAN
e: mIie ' AHL7FHIR Q_‘hf"’f@
c°m;‘:!°n! * The technical specification
P can be used to develop other
i Implementation Guides
L 21




Dallas, May 2024

HL7 FHIR Connectathon

VULCAN

AHL7FHIR

cdisc
ICHM11/M2
Y TransCelerate (..:

BIOPHARMA INC.

coupmeLE
SNC 2

ESPERO
Office of the National Coordinator

Pl it |||I Z S

Brian Alper, Computable Publishing
Matt Elrod, ONC

Hugh Glover, Vulcan TRACK LEAD
Dave Iberson-Hurst, CDISC

Dan Newingham, ZS Associates
Jimita Parekh, ICH M11/M2

Khalid Shahin, Computable Publishing
Rik Smithies, HL7 UK

Kimberly Tableman, Espero
Panagiotis Telonis, ICH M11/M2
Stacy Tegan, Vulcan, TransCelerate

ﬁre . Rob Ferendo, TransCelerate

"""""""""""""""""""""""""""" L

[r——

Protocol Manual Translation Protocol in
of the original M11 !

protocol into the !
v

M11 Template
LX) FEVIR Platform

Manual
importation of the
protocol into the
FEVIR system

USDM Excel to JSON Utity  wn srens

Send M11 Protocol Document via FHIR

1
1
1
1
1
I [T p— ®
1 = :2 Computable Publishing
@ : I Endpoint Management
I
@ ° : 1
1 I L J
@ ® 1 I
| ! FHIR Server
o | I
| :
H o L _____ . X E FHIR M11 Message / Profile D FHIR M11 Message / Profile
: " : Manual creation of @ ————
o iine the original Protocolin USDM Web-based VULCAN
Pond protocol into " USDM, M11 Test Utility i FHIR Viewer
USDM including Template
B spive il SoA. Add in the
M11 presentation.

NProgram Ltd
22




HL7 FHIR Connectathon

Atlanta, September 2024

M11 Protocols

“Sponsor” n

* M11 “.docx’ > USDM - FHIR

Dashboards
Unified Study Definitions Model
data’knowledge
FHIR M11 Message / Profile

Structure parts of the M11 Template:
fois'e’s » Title Page
* Inclusion / Exclusion
» Estimands, Objectives and Endpoints
K IEE *  Amendments

Definitions Model

FHIR M11 Message

VUI.CAN' D TransCelerate
/AHL7FHIR BIOPHARMA INC.
°
: YCIH........
f' re M2/M11
[ X ]
cdisc @€
’ -
COMPUTABLE

CIOIDIAL

—RUBEA ERF-IERERSMAN
Institute of Health Data Infrastructure for All

U> NOVARTIS

FHIR Viewer

FHIR M11 Message / Profile

Human / Business Layer
M11 Protocol Template and Technical Specification

System / Database Layer @
Unified Study Definitions Model =

Communication Layer
FHIR M11 message / profile (JSON or XML)

Brian Alper, Computable
Publishing

Hugh Glover, Vulcan TRACK LEAD
Dave Iberson-Hurst, CDISC
Khalid Shahin, Computable
Publishing

Rik Smithies, HL7 UK

Stacy Tegan, Vulcan,
TransCelerate

Rob Ferendo, TransCelerate
Mary Lynn Mercado, Novartis
Enam Rahman, TransCelerate
Mihoko Okada, Idial

“Regulator” e

* FHIR - USDM - M11 Presentation

NProgram Ltd

23



. * Hugh Glover, Vulcan TRACK LEAD
HL7 FHIR Connectathon VULEAN  cdisc ¢ e racoae

+ Patrick Genyn, fhirdpharma
Virtual, January 2025 D TransCelerate »  Dave Iberson-Hurst, CDISC

+  Geoff Low, Medidata

» Keiko Ota, Osaka Metropolitan
University Hospital

@ . . H H H
d.fhlrl;pharma Rik Smithies, HL7 UK
% » Stacy Tegan, TransCelerate, Vulcan

P
2S MEDIDATA

M11 Protocols

RRRRR |-

A N
ﬂ @D
% M11 Protocol | Dashboards “Regulator” e
Unified Study Definitions Model FHIR Viewer FHIR S M11 P .
. resentation
FHIR M11 Message / Profile » i
| s— —
ieee data’knowledge NProgram Ltd “Operational e
e Tk Structure the SoA Environment”
Bia’ . 0 e Visits
S —— & “ 9 . P .
s : Sponsor Activities * FHIR = SoA Presentation
O TR e Timing

* M11 “.docx’ > USDM - FHIRM11
* USDM’ xlsx’ > USDM - FHIR SoA

Human / Business Layer
M11 Protocol Template and Technical Specification

System / Database Layer
Unified Study Definitions Model =

=4 Communication Layer
ARURNEA gD FHIR M11 message / profile (JSON or XML)
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o )
= = Q < SunilMay &a4pm

| HL7 Connectathon, Madrid, May 2025 e ——

) vuLcan

HHL7FHIR

>
H 1)

: Vulean HL7 Connectathon Highlights

wing,

a membership of 50+ organisations and gro ;
BioPharmaceutical companies

2/SDO, Health Tech/Software Implementors,
esearch <> Clinical Research <> Clinical Care

Founded 6 years ago: supporting
Academia, Government, Consorti

Scope: FHIR across Translational R

UDP (Utilising the Digital Protocol) —> in Partnership with cdisc 9 TransCelerate

+ Targeting the September Ballot
« very productive conversation with
" ICH (International Council for Harmonization)
+ EBM (the FHIR Resources for Evidence Based Medicine) and UDP

Pl (eMedicinal-product-info) —> in Partnership with Gravitate (@) Health

isms for patient safety, cross-border prescription & drug shortages by

IDMP: increasing the resilience of the global mechan
| products and substances using FHIR mechanisms.

and publishing global identifiers for pharmaceutical

Pber 2025 in Copenhagen Partnering with TEHDAS (Towards the European Health Data Space)




HL7 FHIR Connectathon

Madrid, May 2025

é e ‘Home
o J Dallas & Atlanta 1 CotissE s Cape s

Connectathons

HSHP speccation r represented it

ICHM11 Template & 2 s
Technical Specifications

ST

G
It g—
Pt g pren Practical Experience
: ICHM?11 and CDISC Controlled Jeer -
e USDM share the same e e —
: i Terms RBRRRBRR E===
L] . =
?' e “Sponsor” “Regulator” 2]
| TERRRREY M doed S DSOS PR « FHIR> USDM > M11 P
e ek
@ivrans ® ﬁ M11 Protocol Template
CDISC USDM l:l Dl.éniiftigdsxd); .
Logical Model T

=
== FHIRM11 Message
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ICH M11 Work Plan

Today

Release

Next ICH Assembly
meetings

IO

FHIRIG

1.c. Future anticipated key milestones

Expected future
completion date

Oct. 2024

Dec 2024

Mar. 2025
Jun 2025
Sep 2025
Oct. 2025

> Nov. 2025

Nov. 2025
Feb 2026

May 2026

[13 - 14 May 2025 in Madrid, Spain

18 - 19 November 2025 in Singapore
Milestone

e Regional Party Review of the Updated Guideline, Template, and
Technical Specification

e (linical Data Interchange Standards Consortium (CDISC) Public Review
of the M11 terms, definitions, and valid values

e Adjudication of review comments
e Updated Guideline, Template and Technical Specification

Regional Public Consultation Period on Technical Specification
Adjudication of Public Comments on the Technical Specification
Updated Guideline, Template and Technical Specification

Step 3 Sign-off Guideline, Template and Technical Specification
Step 4 adoption of Guideline, Template and Technical Specification
Final versioned training materials

Step 2 (Testing) of the ICH Technical Implementation Guide for Fast
Healthcare Interoperability Resources (FHIR)

Step 4 adoption of ICH Technical Implementation Guide for FHIR

27



precisionFDA and PRISM




PROJECT PRISM

A Regulatory Cloud Collaborative Initiative
i e E&38no I Brstol Myers Squibty

precisionFDA Regulatory Information Service Module

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

Sponsors

» TansCelerate B B ] ]
LIS
i
cd

ISsC

oA
. ... S
ﬂ é NI
M11 Protocols
Bashboards

i1 Protoce!

| —— e }

| e
Unified Study Definitions Model

: : FHIR M11 Message / Profile
1? ) Sponsor a
F—

371 +M11“.docx’ > USDM = FHIR
%% - | *Try and make it easy, “a few clicks”

Unified Study Definitions Model

FHIR M11 Message / Profile FDA 9

* FHIR > USDM - M11 Presentation
* Dashboards, what is possible?

Human / Business Layer
M11 Protocol Template and Technical Specification

System / Database Layer
Unified Study Definitions Model

= Communication Layer
IFRLIRGAAID izEmeED FHIR M11 message / profile JSON or XML)

'H




And next ...




DDF, USDM, M11, Vulican ... sy

Start USDM Phase 3

June:
USDM v2 HL7 VULCAN Connectathons
February: o o o 4 o o %

ICH M11 Comment Period Closed

October: o ‘

Start USDM Phase 2 :
, o Q4: Q4
March & April: September: o: Updated ICH M11 © ICHM11 ©Q
TransCelerate DDF Hackathon * ICHM11 Released * : Specifications : Specifications :
: Pl ] : : Q2
: I:
November: : July: July: Apri Q2 : FHIR o
TransCelerate DDF Webinar :  Start USDM Phase 1 O USDM v1 O USDM V? & Q USDM v4 Q :Specification :
: : : : Phase 4 Scoping : : ! Released :

Initial Development Further Development

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

June 2018

()
TransCelerate VULCAN~UDP " ICH

BIOPHARMA INC. harmonisation for better health




And next ...

ICH & M11 Specifications
Align when final public version e
released 380

)' ICH

harmonisation for better health

USDM Phase 5
Stability. The foundation for
CDISC 360i. Scoping ongoing.

HL7 FHIR Connectathon

Madrid, May 2025

HL7 Vulcan & UDP Ty e
Working with HL7 Vulcan ®
to build FHIR message to 2 g
support exchange of

FDA & PRISM
PROJECT PRISM Working with FDA to

A Regulatory Cloud Collaborative Initiative p | lOt f| rste leCtrO n | c

precisionFDA Regulatory Information Service Module transfer of an M11

FDA-Industry Research Collaboration Agreement protocol as well as UNIFIED STUDY St =
(Public-Private Partnership) K USDM / M11 content.
tooling to support DEFINITIONS MODEL
(DDF) =2
.0 VULCAN~UDP
o @
© e
oisrs
B’ : E MA, M11 & CTIS o CVRAFCAN METUCINES A5INCY Q TransCelerate & Adoption
» ®  Working with EMA to align SAVE THE DATE Sponsor and vendors working with
. ‘et USDMwith CTIS Ve > Vo sty e » ezzarchand pmen: USDM. Latest adoption will be
4 8 2 = Clinical triels 1 eran medicines = Cnical Trigls Informstivn Systerm ..
8: v oxen@ RN PR visible at the TransCelerate
I - . : —_— ‘Mission Possible’ days in
e Clinical Trials Information EE= A e e e s b y
System PROTOCOL eptember
e Y DIGITALIZATION
Thes ClircelTrials Inforrabon Sysiem (CTIS) sugports e fuw o infonnation
artwarn clirical trial sparsns, FLrapean linan (FU) ¥amhe: Statas, Furepaan
ccaromiz Arez (EEA) countrizs 2ac the EJropeen Commizsicn. C1IS went (v with >>
a seerchab e public websile on 31 Janaery 2022, Q NOVARTIS IN NEW JERSEY, US.
e00 {lumen? {Chncal t-alz ) Q F. HOFFMAN-LA ROCHE IN BASEL, CH nansC(" t{(’:\’r‘a {{"a
c Is BIOPHARMA INC. 32




( October 2022 )

The first step in a journey. The base model providing an
@ DDF 1 initial capability. Industry already pushing the boundaries
of the model and using for a varied use cases

&
. @ DDE 2 DDF 2 just starting. Focused on two major use cases: EDC
iR = and CPT but the model will be expanded in other areas.
. @ssies
B 2

When does the community recognise the
9 = = benefits of an “electronic” study design /
m Tlpplng POlnt? <> protocol? The “what is in it for me” question.

There is a change management issue. Tlme

o VY o Where is the win? The tangible,
(Yl short term, gains ... CTMS, CT
? ? registries (e.g. CT.gov) and others
? An eco-system of tools, APIs available off-the-shelf (the protocol
: e API, the CTMS API ...) supported by well-understood model(s).
Implications for the CDISC products driving the need for
. e “integrated”, “consistent” and “aligned” standards
Br ke iom 2022 2023

Timeline indicative, NOT definitive D D F in Acﬁon SAVE THE DATE
ransforming Clinical Trials with Standards and Digitalization
“Continuing the Journey, Charfing the Future”

Copenhagen

Novo Nordik.
10 October 2024



Thank You!

SQ

N CDISC Team:
« Dave lH
 Richard Marshall
Erin Muhlbradt

« John Owen

» Berber Snoeijer

e v \ e «  Craig Zwickl

HL7 Connectathon, Atlanta, Sept 2024, College Football Hall of Fame

Boxn . o Contacts: J Owen Email
el B

i me Dave IH: diberson-hurst@cdisc.org Bl
John Owen: jowen@cdisc.org iEl C

DIH Email DIH LinkedIn

>

()
Trans VULCAN~UDP ) ICH

BIOPHARMA INC. harmonisation for better health
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