The TransCelerate/CDISC Digital Data Flow Project:
Practical Electronic Study Designs
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Protocol ‘Store’

Retrospective

Past Protocols

The storage of past
sponsor protocols in
1o support a variely

of

use cases such

as:

Therapeutic area specific

content

Standard inclusion and
exclusion criteria.

Study
Desig

= Protocol Authoring ]
0 support the authoring =
[ ] of new protocals [
L includingcomplex [l

studies such as Master,
Umbrela etc.

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

Libraries of objectives,

endpoints and estimands.
Asses the past to prevent
protocol amendments.

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

General search across the

library

Study Build

Build uf the study based
on the protocol |
including all detailed
procedures and
assessments fo allow
forimmediate
deployment.

[
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Feasibility & Cost [ 1
Suppart study feasibility ]
and complexity ]
evaluations. (]

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

Regulatory =
Authority DE
Approval for the ]
execution of the study EH[]
including IND, CTA efc

and discussions with

regulatory authorities

Stakeholder Views
Tailored views for
stakeholders such as IRB
and ethic committees.

-

USDM in Action
Use Cases Supporting the DDF Vision

Use Cases

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
"
[
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Linking the protocol to
the specification of
milestones and
essential documents

Data Collection [

Strategy DD
Ensure all data that is [
needed for analysisis L]

collected. Remove
unnecessary

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

Trial Registries o]
Registration of the study. jD
with registries such as [}
Cl.gov, CTS efc. CIC ]
Training 4
Provision of iraining =
materials to those (]
involved in the study [
including sites

Site Support

Provision of failored [=]
information to sites [
regarding study ]

execution.

Prospective

Study
Execution

Amendments
Support the
amendment process
with the ability fo
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.

Drug & Study
Materials

Assistin 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,
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Analysis &
Reporting

[
[
[

Automation

Provide a solid

foundation for the
automation of analysis [
and reporting outputs

such as TLFs and CSRs.

SDTM =
Creation of ' )
domains. Auto [
generafionofdata [ J| )
domains

ADaM

Use the protocol [}
statistical metadata to [
assist in the derivation [

of analysis datosets

Statistical Analysis

Plan ]
the protocel as the
al source of the $AP L]
to ensure consistency

with objectives,

endpoints, estimands

Regulatory

vbmission y

Submission o]

Preparation of the Dl:l
submission by the ]
sponsor [
Regulatory Review [

Review of the [
submission by the L]
regulatory authority [

and discussions /
questions with the
sponsor

Statistical and Safety  []
Review [
Support the :’
comparison of data by (]

arm or study design.

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

Across The Lifecycle

Dashboards =

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

NOTE: The use cases presented are illustrative and the list is not intended to be exhaustive.
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Unified Study Definitions
Model (USDM)

Unstructured

Controlled Terms Content

Study Designs,
Arms, Epochs

Ieﬁl Detailed Study Logic,
C S epht Encounters
Study Details

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

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

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
ndpoints and the i

estimands.

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

Unsiructured 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

and C ts
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.



USDM in Action

D TransCelerate . . 2
Use Cases Supporting the DDF Vision cdisc
LR Unified Study Definitions
Retrospective Prospective Model (USDM)
|

“DDF in Action”: Sponsor Presentations

Eli Lilly:

The Digital Schedule of Activities

Roche:

How can we unlock the power of data and technology to
transform study design and protocol generation?

Novo Nordisk:

Adoption of Digital Data Flow

Site Support
ailored

Stake!
Tailore




“DDF in Action” Posters

Novo Nordisk: Copenhagen

datadknowledge:

One model USDM at the Center

EQTY Lifesciences and ClinLine:

Utilizing USDM to unlock real world data potential
Novo Nordisk:

OpenStudyBuilder: A USDM compatible SDR solution
Nurocor:

Nurocor Clinical Platform: Making DDF a reality today
Sycamore Informatics:

Sycamore Clinical Trials Data Platform
TransCelerate:

Study Definitions Repository (SDR)

J&J: New Jersey

EZ Research Solutions:

The power of seamless innovation (USDM, Al,
Automation and Collaboration)

NNIT:

FHIR and USDM in action

Novo Nordisk:

OpenStudyBuilder: A USDM compatible SDR solution
Nurocor:

Nurocor Clinical Platform: Making DDF a reality today
Tata Consultancy Services (TCS):

Al Enabled Trial Design Dataset Automation
Sycamore Informatics:

Sycamore Clinical Trials Data Platform

PFMD and CTDN:

Applying USDM resources to Protocol Eligibility Criteria
also supports clinical trial matching, patient and site
enrollment and inclusiveness use cases
Contentrules and Futurpositif:

USDM enables content reuse from the study protocol
TransCelerate:

Study Definitions Repository (SDR)

2024 EU PHUSE Connect, Strasbourg



PRISM M11 Use Case

(PrecisionFDA Regulatory Information Service Module)
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M11Protocols
- M11 Protocol

| s—— e |
Unified Study DefinitonsModel

FHIR M11 Message /Prdfile FHR M11Message /Prdfile FDA e

* FHIR > USDM > M11 Presentation

l=;.

Dashboards

Dol Sponsor

* Dashboards, whatis possible?
o +M11 “.docx’ = USDM - FHIR

& * Try and make it easy, “a few clicks”

Business Layer
DAURELEIEE) WSERREECEN |\ oo o colTemplate and Techn ical Specification
- - System/Database Layer =
Unified Study DefinitionsMode | TP TSI VEREY =

3 ) Communication Layer
FHIR M11 Message /Profile FHIRM11 message / profile (JSON or XML)
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Removing Silos

2. Objectives

24, Primary Objectives

The primary objectives of this study are

Type | error rate, a~.05) between the change in both ADAS-Cog (see
Attachment 1ZZT.2) and CIBIC+ (see Attachment 1ZZT 3) scores, and
drug dose (0, 50 em? (54 me], and 75 cm? (81 mg)).

« To document the safety profile of the xanomeline TTS.

22. Secondary Objectives

The secondary objeetives of this study are

« Toassess the dose-dependent improvement ior, Improved scores
ropsychiatric Inventory (NP1-X) will indicate
these areas (sce Attachment 1271 4)

mprovemern
. Tos : i daily living.
Improved scores on the Disability Assessment for Dementia (DAD) will
indicate improvement in these arcas (sce Attachment L ZZT ).

o Toassess the d
‘cognition that integrates attentionconcentration tasks, The Alzheimer's
Discase Assessment Scale-14 item Cognitive Subscale, hereafer referred

10:35 ADAS-Cog (14), will be used for this assessmen (see Attachment

ess the treatment response as a function of Apo E genotype,
e ettt bt

data

cdisc

2024 EU PHUSE Connect, Strasbourg
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