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TransCelerate — A Catalyst for Collaboration

We are a not-for-profit entity created to foster collaboration. Our mission is to collaborate

across the global biopharmaceutical R&D community on solutions designed to drive the efficient,
effective, and high-quality delivery of new medicines.

Since inception,
TransCelerate
has prioritized robust
collaboration with key
Stakeholders

across the R&D
ecosystem to deliver
hundreds of free and

publicly available
solutions.
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Transformation: Document to Data Centric Approach
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Transformation: Write Once, Read Many Times
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Digital Data Flow Ambition: Breaking the Document Paradigm

Documents to Data / Write Once, Read Many

Digital - standard representation TODAY: Document-based paradigm for TOMORROW: Digital paradigm for protocol
of stud rotocol protocol creation, interpretation, and creation, with fully automated data flow and
yp transcription into consuming systems interoperability between systems

v' structured
v machine readable

Digital Flow

v executable

(2

o
.

Data Flow — industry-wide

interoperability
v exchange of data

v' non-cooperating

Study Definitions Repository (SDR)
Reference Imgl_ementaﬁon

=

cdisc

D TransCelerate

Unified Study Definitions API  Confrolled
Model (USDM) $pecs Terminology

'iis*@o*@O*—

it~ 0jo-8wjo
- Do-80-
54~ gjo-8mjo -

organizations

. Study Team :
v minimal effort . é

Design & Protocol
Authoring

Aiffl-Qo-8o

EDC

2
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&
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Eliminate non-value added activities

E

Enable automation of downsiream study startup and conduct processes

Create foundation for study design analytics insights

©702%4 TRANSTCELERATE BHOPHARMA INC., ALL RIGHTS RESERVED.

>

TransCelerate ‘
BIOPHARMA INC.



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

Clinical Data Flows

.
% Local Registration and Approval
: cdisc (ClinicalTrials.gov, EUDRA CT, ANMAT, ReNIS, REBEC,
4 REPEC, KRPIA, CTRI, NMRR, RNEC, PHRR, etc.)
USDM FDA
i Clinical UNIFIED STUDY EMA
:  Development kel PMDA
. Plan
o CTMS, eTMF, RIM
o Clinical
ol Clinical Study
ot Protocol Report
o Statistical
- Analysis Plan Statistical
£ &linical ePro, W Analysis
oo e C:mc_at Lab services M
2 ndpoints
g eDC
0 A
: elLearning \
" Systems
' IWRS, IVRS
i Data Study Reference Manuals
Standards

cdisc



Use Cases

Analytical Insights Automation
. Ingestion and G i f
Predictive model o eneration o
_likelihood of mining of Czegfuﬁeoiy‘zfeﬁs SDTM Trial Design
Amendments refrospective datasets

protocol data

Compute Determine study Provision of study Publishing Protocol
protocol feasibility information fo a Data into different
complexity, site including subject Clinical Trial document
burden, etfc recruitment Registry templates/views
Optimizing Inclusion / Update CTMS, TMF, and
Exclusion Criteria other downstream systems

>
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Increasing Detail
The Data Capture Use Case (EDC)
Provide precision on the data to be captured to
the capture systems in a generic manner to
facilitate automation. The data precision has

PROTOCOL ’ ’ . ., _
TITLE: A RANDOMIZED, DOUBLE-BLIND, PLACEBO- not, typlca//y, been in the paper pI’OtOCOI. Itis
EVALUATE THE SAFETY AND EFFICACY OF SoA “plus”, SoA+

TOCILIZUMAB IN PATIENTS WITH SEVERE
COVID-19 PNEUMONIA

PROTOCOL NUMBER:
VERSION NUMBER:
EUDRACT NUMBER:

WA42380
3
2020-001154-22

Data & Procedures

IND NUMBER: 148225
NCT NUMBER: NCT04320615)
TEST PRODUCT: Tocilizumab (RO4877533)

meDICAL MoNTOR: [ M.D. Visits & Activities

SPONSOR: F. Hoffmann-La Roche Ltd
APPROVAL DATE: See electronic date stamp below

PROTOCOL AMENDMENT APPROVAL

Arms & Epochs
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Digital Data Flow Timeline
progress and momentfum

Guide
USDM R1 (draft)
SDR MVP
Conceptual USDM R2 (draft)
Design USDM R1 SDR R2.0
Study Builder SDR R0.5
Hackathon DDF
Vendor Connectathon
Collaboration

e

2020-2021 2022
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USDM R2
SDR R2.0.1
Implementation

Persona Toolkits

Architecture Scenarios
Solution Provider
Collaboration Forum

DDF

Discovery
Day

2023

PHUSE EU DDF Workshop

(USDM v2.5)

USDM R2.10
(Public Review)

USDM R3
SDR R3.0

2024

PHUSE US Connect

USDM R4 (draft)

5

2025
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DDF Deliverables PHASEONE  PHASETWO  PHASETHREE PHASE FOUR

July 2021 - Oct 2022 - July 2023- Apr 2024—
July 2022 Sep 2023 Apr 2024 1Q 2025
1 USDM Data Model
t';éli* API Specification v/ v v v
SR & CDISC Confrolled Terminology
Reference c@; ) i
Architecture = Implementation Guide
X, Test Files v v v
Conformance CORE Rules - POC VED
ﬁ Study Definitions Repository (SDR)
Common Protocol Template (CPT) v
, Interface Tool - POC
TransCelerate’s sl i .
SDR & |Smplemen!rqtl?lziArchlieciure still Applicable till Applicable
Implementation cenarios 100l
Support 2| Persona Toolkits (MW, DM, IT) Still Applicable Still Applicable
Oéo Kubernetes - POC v
C tath Discovery Day Hands-on Workshops Use Cases, Benefits
% Industry Engagement enneciamen Solution Collab Forum Solution Catalog Case Studies

( 4
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CDISC Development / 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

©2024 TRANSCELERATE BIOPHARMA INC., ALL RIGHTS RESERVED.

* 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

;A — — o & N~ - e S \ )
o TN\ *= e e = Eftend, o |6 s oo
—— e T e = : A, Document &
o € — === : Dietall-, -~ E SR
== = = 2 ( £) == ) (= =) — = =@ T~ : = MJ_T S
- C T = = ot precigion~e|| /o = s
- Be — ‘ Tlmmg ; fﬁ — /\ ] _ )
25 Classes C 5 35 Classes — ; j . 3 e

=@ 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 >>
TransCelerate
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Where are we going?

TECHNICAL DELIVERY GOALS M11 is ke e
ICH CLINICAL ELECTRONIC — —
Release 3.0 of USDM and SDR (2024) STRUCTURED HARMONISED | iz e
- Regulatory Alignment via collaboration between PROTOCOL (CeSHarP) — e
CDISC, ICH M11 and the Vulcan Working Group - . - e —
Complete (100%) digitization of all protocol A  G C IE ET o .
elements in alignment with M11. ltidisciplinary-quidelines
« Expand Downstream Connectivity — generation Y
of SDTM Trial Design Domains, and Trial Registry
data. Breadth versus Depth

Alignment with Point of Care - Aligning DDF and
Vulcan FHIR Accelerator resources for end-to-end ——

. . Use
enablement of site workflows and eSource — - Jomain I cms | case
ConﬁgUrOTion, onv;:lgsta!llc:twsysto Use Use
te?(t—ba(:eadl eIL:ar:'l:r?ts Case Case
into structured, Use
Depth driven by e Case
individual use cases. requirements and
Explore use of CDISC CORE engine for USDM

Some capability exists
today, can be
expanded

Conformq nce C heCk - MVP developmenT W”-h SUbseT incrementally or in Alignment with M11and the eProtocol document

one phase. template providing a full eProtocol and the

Of rU | e S ° " e Build the solid foundation for all subsequent
model development. Provides the base model
v

Breadth driven by the bounds of the M11 technical Specification
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https://www.ich.org/page/multidisciplinary-guidelines
https://www.ich.org/page/multidisciplinary-guidelines

Where are we going?

ENGAGEMENT GOALS

Increase Solution Provider Engagement

O 000
)I]} m )m\ m A %] Continue to grow Solution Collaboration Forum and

& provide opportunity for providers to showcase how they
) e § are applying DDF solutions
Sponsor Health Authority
Engagement Engagement Publish Sponsor Case Studies to share experiences
among indusiry peers
Includes case studies in exploration and execution of
T related protocol digitization value and/or adoption
CQ’J_. /\ A e@®n Strengthen indus’[ry understan?lipg of DDF via
o £20q ) congresses, webinars, and training
‘_’ l Workshops, panels/presentations, and modular education
Solution Provider Communications & that can provide hands-on experience and showcase
Engagement Pulse on Industry case studies

Prepare for long-term governance transition
w Design long term governance model and prepare for a

future fransition of the DDF initiative to a 3rd party(ies) by

year-end 2025 >

©2024 TRANSCELERATE BIOPHARMA INC., ALL RIGHTS RESERVED. n‘anSCCxif‘fa f{'! n

BIOPHARMA INC.




DDF Inifiative encompasses technical delivery, change
management, and industry engagement

"""" TransCelerate’s Study =~
<.:.d|sc Definitions Repository =T
Unified Study (SDR) Reference
Definitions Model Implementation
(USDM) Reference
Architecture /
Fp— Suite of DDF Adoption
DIin’Cﬂ. PG!‘CI Resources, Videos &
Flow Initiative Change Management Tools
Continued Industry Collaboration ‘

between TransCelerate, CDISC

ICH, and HL7 Growing Solution

Collaboration Forum (SCF)*

VULCAN  cdisc rger wésith EAMYE - [X|Medoble <% faro A Sprioganatr
§ Biomedical Concepts
RERTEIE Q\nducfive Quotient () Saama 9 NHPO 77 &
‘ / \\ nteroperob e
TransCelerate  HL7 RIf5°°08  inteliNotion
>> BIOPHARMA INC. International Sg R.YDER x ﬂgg!dg&m9£ formedix
() B Taimei I\
’ ICH ACA.’QOIS,YS \ . merarive () TriNetX
harmonisation for better health // PHARMASEAL OORACLe /
&
. THREAD __—
© castor jmdegene s W >>

*Company logos illustrate current involvement and are not used to imply endorsement

©2024 TRANSTELERATE BIOPHARMA INC., ALL RIGHTS RESERVED. of specific vendors for DDF or to identify a comprehensive list of all actual or potential Transce/erate n

future participants in DDF. BIOPHARMA INC.




CDISC EU Interchange 2024 C uroRmT BN

Tuesday 239 April

CDISC Workshops
Day 2

25 April 2024

Digital Data Flow Workshop

11:00 - 12:30 13:30 - 15:30
9:00 AM-3:00 PM CET Session 6A: Digital Data Flow
«  Deep dive into all aspects of the model and .
how study protocols and designs can be B e 1o Pefntion Model (SO Threush Transiaden o heHuman Rl Provocel
represented using the USDM ICH M11 Presentation
Peter Van Reusel, CDISC ?:megzutﬁi:zgﬁi :airing up USDM and ICH M11 to Inform Real-Time Study Builds
 Focused sessions covering the theory on an 50 1200 o
individual aspect of the model combined with OOF Presentation et e
hands-on exercises and discussion
BN
. Timing, biomedical concepts, interventions, oo e acomes 2R | i

versioning, links with other standards such
as SDTM, ICH M11, Trial Registries

https://www.cdisc.org/events/interchange/2024-cdisc-tmf-europe-interchange ))
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https://www.cdisc.org/events/interchange/2024-cdisc-tmf-europe-interchange

Additional Opportunities to Stay Involved with DDF

https://transcelerate.qgithub.io/ddf-home/



https://transcelerate.github.io/ddf-home/

Thank youl!
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