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Business Objectives

End-to-end Trial Design Tool

o AccelerateClinical Trials
« Faster Study Design

« Analyze Early and Often

OTrialTwin

Accelerating Clinical Trials
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Design Principles QTrialTwin

Accelerating Clinical Trials

The Problem we Solve Simple
Web-based « Suitable fornon-technicalusers
Fasy to use Integrated

EDC-agnostic « Onetoolto controlmany others

Integrated with Synthetic Data generator

Ingest Rave’s ALS directly

SDO06 | Trial Designer | USConnect23



Proposed Ul | CRF Library Management QTrialTwin

Accelerating Clinical Trials

TrialDesigner.NIHPO.com

D@ o] e Metadata Management

@NIHF’O TrialDesigner [thlgg|:am « Manage, edit, analyze, and build
libraries from simple Ul

Libraries V Forms V Studies V Patient Journeys V Build V UAT V Analytics \

Reduce time to publish new

=
[

Add New Library

releases
Library Name Library ID | Last Version Last Update Updated By Actions
Cardiovascular cv cvm 202210/ Mike Michaels Edit | View | Studies using_Library .
Immunology IM IMO2 2022f10/01 | Mike Michaels Edit | View | Studies using Library « Weba pp to avoid syste m
Infecti IN INO3 2022M10/01 Mike Michael i i i il i il 1
21/ ke Michaels ) Edit | View | Studies using Library compatibilityissues
Neuroscience MNE NED4 202241001 Mike Michaels Edit | View | Studies using Library
Oncology ON OMD2 202201001 Mike Michaels Edit | View | Studies using Library
Retinal RE REO1 2022110/01 | Mike Michaels Edit | View | Studies using Library e Man ge differentro les, users
Vaccine WA VADS 202210/ Mike Michaels Edit | View | Studies using Library

1]
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Proposed Ul | Forms (CRFs)

feea|

TrialDesigner.NIHPO.com

| @

@NIHPO

TrialDesigner

Libraries V Forms V Studies V Patient Journeys V Build V UAT V Analytics \

[

You are logged in

John Jones | Admin

Select Library n Select Version |0N02 |v|

Name | Form Description Actions

AE An events domain that contains data describing untoward medical occurrences ina .. Edit | View | Studies
AG An interventions domain that contains the agents administered to the subject as part .. Edit | View | Studies
CE An events domain that contains clinical events of interest that would not be classified .. Edit | View | Studies
CM An interventions domain that contains concomitant and prior medications used by the.. Edit | View | Studies
Co A special-purpose domain that contains comments that may be collected alongside .. Edit | View | Studies
DA A findings domain that contains the accountability of study drug, such as information .. Edit | View | Studies
DD A findings domain that contains the diagnosis of the cause of death for a subject. Edit | View | Studies
DM A special-purpose domain that includes a set of essential standard variables that .. Edit | View | Studies
DS An events domain that contains information encompassing and representing data .. Edit | View | Studies
oV An events domain that contains protocol violations and deviations during the course .. Edit | View | Studies
EC An interventions domain that contains information about protocol-specified study .. Edit | View | Studies
EG A findings domain that contains ECG data, including position of the subject, method .. Edit | View | Studies

=

1]
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OTria [Twin

Accelerating Clinical Trials

EDC-less Form Design

« Manage, edit,analyze each
library’s formsin one page

« Linkagestoindividual Studies
usingeach Form

. Fastswitchingbetween library
versions

« View Formsasthey’dlook like in
the chosen EDC
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Proposed Ul | Form Editing

e cany

TrialDesigner.NIHPO.com

| @

@NIHPO

TrialDesigner

Libraries \| Forms \| Studies || Patient Journeys \/ Build \| UAT || Analytics |

John Jones | Admin

|r‘|'0u are logged in

&
Edit Form Select Version |CDA5HIG v2.2 |v| I]
Order | Variable Variable Label Prompt Type |Core |Target
1 STUDYID Study Identifier Protocol/Study Char |HR STUDYID
2 SITEID Study Site Identifier Site (Identifier) Char |HR SITEID
3 SUBJID Subject Identifier for the Study Subject/Participant (Identifier) Char |HR SUBJID
4 BRTHDAT | Birth Date Birth Date Char | RfC BRTHDTC
5 BRTHTIM Birth Time Birth Time Char |O BRTHDTC
& AGE Age Age Num |O AGE
7 AGEU Age Units Age Unit Char |O AGEU
8 DMDAT Demographics Collection Date Collection Date Char |RJC DMDTC
2] SEX Sex Sex Char |R/C SEX
10 ETHNIC Ethnicity Ethnicity Char |O ETHHNIC
1" CETHHNIC Collected Ethnicity Ethnicity Char |O QVAL
12 RACE Race Race Char |RJC RACE
13 CRACE Collected Race Race Char |RJC QVAL
[¥]
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Accelerating Clinical Trials

Web-based Form Editing

« Create or modifyfieldsin real
time

o AccessCDASH and SDTM
guidelinesforassistance
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Proposed Ul | Synthetic Studies QTrialTwin

Accelerating Clinical Trials

TrialDesigner.NIHPO.com

D@ 0 e Build, Load Data, Test
- H H You are logged in =———————
@ NIHPO TrialDesigner [Juhmn:fmdmm e Build study in chosen EDC
Libraries V Forms V Studies V Patient Journeys V Build V UAT V Analytics \ b Load StUdy‘S peCiﬁC SyﬂthetiC
= Data
J

Stl..ldy' Name _ Study ID Library and Version Last Update [ Last Run - Actions - e FEXxecute User Acceptance Testing
Skin cancer prevention NCTxxx01 Oncology - ONO2 2022M10/01 2023/0215 Build | UAT | Analysis <“UAT”) iﬂ Choseﬂ EDC Wlth pre_

loaded Synthetic Data

« Automatic analysis of study:
metadata and expected data

1]
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Proposed Ul | Patient Journeys

TrialDesigner.NIHPO.com

e cany

| @

)

@NIHPO

TrialDesigner

Libraries V Forms V Studies V Patient Journeys V Build V UAT V Analytics \

[

You are logged in

John Jones | Admin

[ Add Patient Journey ]

Patient Journey Name

PJID

Library and Version

Last Update

Actions

100 PP with 80% Completion Rate FJ100PP_B0

Oncolagy - ONO2

202210/01

Edit | Studies using P.J

=

1]
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OTria [Twin

Accelerating Clinical Trials

Define Arms, Visits

« Manage,editand analyze every
Patient Journey (“PJ”)

o Re-usetypicalPJs across
multiple studies

« Create yourspecificPJ and
replicate on demand
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Proposed Ul | Edit Patient Journey

TrialDesigner.NIHPO.com

P2 e |

| @

)

@NIHPO

You are logged in

TrialDesigner [Ju.,mnes  Admin

Libraries V Forms V Studies V Patient Journeys V Build V UAT V Analytics \

The Patient is:

(® Screened
O Mot screened

rIf not screened
Reason u

What is AE toxicity? What is the AE outcome? Is there Concomitant

®o (® Not recavered [ Not resolved Medication (CM)?
O Q Fatal © ves
Oz O Recovered | Resolved O No
Qs
Qa
Os
- If screened
They are: Treatment discontinuation reason

® Discontinued from treatment Lost to follow-up |"|

O Discontinued from treatment and trial
Q completed

[ Add Patient Journey ]

=

1]
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OTria [Twin

Accelerating Clinical Trials

Customize Subjects’
Path

« Specify:
screen failures
treatmentdiscontinuation
trial discontinuation reasons

« Specify Adverse Events
properties

SDO06 | Trial Designer | USConnect23



Proposed Ul | Study Build

TrialDesigner.NIHPO.com

IS CRAY| | @

@ NIHPO TrialDesigner

|r‘|'0u are logged in

John Jones | Admin | Log out

Libraries V Forms V Studies V Patient Journeys V Build V UAT V Analytics \

Library and Version | Patient Journey |EDC Load Test Data Actions
EJ100PP 80 Classic Rave |Y == Run

Study Name Study ID
Skin cancer prevention | NCTxxx01 |Oncology - ONO2

= '

1]
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Accelerating Clinical Trials

Study Build in Hours

« Buildyourstudyin the preferred
EDC

o Use NIHPO’s Open Source
Synthetic Health Data generator
to fully test trial
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Proposed Ul | User Acceptance Testing

TrialDesigner.NIHPO.com

S @ | | @ p)
E H H You are logged in
@ NIHPO TrialDesigner [ s sors e
Libraries V Forms V Studies V Patient Journeys V Build V UAT V Analytics \
&
I
Study Name Study ID Library and Version |EDC Generate Report | Generate Videos | Actions
Skin cancer prevention | NCTxxx01 | Oncology - ONO2 Classic Rave A ¥ == Run
v]
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OTria [Twin

Accelerating Clinical Trials

Test Early, Test Often

« Automatically generate User
Acceptance Testing with
Synthetic Health Data

« Generateseveralreports
showingerrorsand possible
improvementsin study’sALS

« Video recordingofRobotic
Process Automation (“RPA”)
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Proposed Ul | Analytics

TrialDesigner.NIHPO.com

e cany

| @

)

@NIHPO

TrialDesigner

Libraries \| Forms \| Studies || Patient Journeys \/ Build \| UAT \[ Analytics |

|r‘|'0u are logged in

John Jones | Admin

&
Study Name Study ID | Dashboard | Annotated CRFs | eCRF Comp. Guide | Case Books | Impact Assessment
Skin cancer prevention | MCTxxx01 Y Y Y Y Y
v]
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OTria [Twin

Accelerating Clinical Trials

Analyze Before FPI

« Automatically generate analytics
reports:

*Dashboards
*Annotated CRFs
*eCRF Completion Guide

*Case Books

o Generate Impact Assessment
between previous and current
release of studies/libraries
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Backend Integration

PHUSE Open Data Repository

« Generatesrealistic, scientifically-accurate
Synthetic Health Data

e Free Docker containeravailable now

« Freeaccountathttps://Portal.NIHPO.com

OTrialTwin

Accelerating Clinical Trials

Enterprise-grade Features
(Future)

Integration with Metadata Management
(NIHPQO’s Version Control System)

Role Management, with enhanced security
and access controls

Private hosting

Multiple EDC connections beyond Rave
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Generate ALS-specific Synthetic Health Data

OTrialTwih"

Accelerating Clinical Trials
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Looking for Collaborators

Fund or Provide Requirements

e SpPONSOTrs
o CROs

« Regulators

OTrialTwin

Accelerating Clinical Trials
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Contact Us OTrialTwin

Accelerating Clinical Trials

Co-authors

« Diego Caso
Diego.Caso@DataSDR.com

o JoséC. Lacal
Jose.Lacal@NIHPO.com
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