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TranCelerate’s Digital Data Flow vision

Our POV on Digital Data Flow Accelerationdin Clinical
Trials

Cognizant’s Setup Accelerator solution
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TransCelerate’s view on “Current vs Future” Digital Data Flow
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Areas where Digital interventions can accelerate
clinical trials & improve experience

Study Startup Study Conduct Study Close

Accelerate.St.udY el & Better operations management Faster statistical outputs
Optimization

e VB
: Accelerate Eggp (R, G0k Safety Notifications Burden management Faster CSR authoring
Sponsor Teams
Accelerate Site Activation Faster Data reviews — CDM & Medical

Find patients faster and Accelerate patient recruitment
Digitally connect investigators with patients
Self manage their performance better

Digital Site closure

& accelerate Activation

™
,(‘) Reduce site burden on initiation

Investigators

Better search experience Better post trial

experience

Better informed consent experience
Better trial data collection experience

Patients
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Functional Architecture
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Protocol to CSR Data Automation Platform

Protocol
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Create Digital protocol
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Clinical Data Standards

Metadata based Study data

Data transformation SDTM creation

Library driven SDTM, ADaM and TLF &

Gs, Define.xml 2.0

Bio-stats
accelerator
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Setup Accelerator
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Setup Accelerator — Summary of Features
Automated Study Setup

Protocol Standards

Automated Impact Analysis Key Reports

EDC Study Setup Collect Information

Object Traceability Report
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PRO Setun/Specificati »  Study Stage/ Data processing CRF, User Activity Reports
[ etup/Specification Edit checks. CF
Data Collection Standards B .
>  Mapping, Pre-processing, SDTM EDC Setup
» EDC Standards Clinical Data Processing Setup »  Site Interactions
> CRF Standards >  TSDV Signature >  Study Quality Report
»  Edit Check Standards >  Pre-processing Mapping data model > Version Control Report
»  Custom Function Standards > SDTM+ »  Auto/Manual Testing Report
Help in Decision Making
»  Third Party Vendor Standards - - i i
; |R-I|-r Stanrd);rdzn or Standar Statistical Computing Setup > Upfront Decision to implement HappRalpaniemeionisepor
»  ePRO Standards Study Reports

SDTM mapping Post Production Template
ADaM mapping
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All Specifications
Annotated CRF
SDTM annotated CRF

Stakeholders Revi
Clinical Data Processing Standards S oces mevey

YV VY

Define. XML
»  Pre-processing Mapping data model eApproval
» SDTM+ Impact Analysis Report
Traceability Version Control >  MDR Version Change
Statistical Computing Standards »  Protocol Amendment Reports
. »  PPC & Impact Analysis
SDTM mapping <
ADaM mapping »  Stakeholder Approval Reports
SYNCHRONIZATION TRACEABILITY & WORLFLOW COMPLETE AUDIT TRAIL
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Takeaway

o o

Differentiators Leveraging Al/ML Vision
+ Flexible in integrating data sources « Al/ML based + Encourages automated
- Role Based Security Permissions recommendations for study Clinical reuse, Transform
st lined revi q | design and other document Content to Data
+ Streamlined review and approva i ot
specifications » Automating configuration and

workflow
enabling flow of information

 Aligned with Transcelerate’s Study

Design Document * Moving electronic source to

Sponsor DB and connect
standards across Healthcare
and Clinical Research
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Home Page
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Protocol Standards
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Protocol Library Section view
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Study Protocol Elements
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Clinical Data Processing Standards view
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SDTM Standards view
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eDC Study Build view
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eDC CRF design view
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eDC design specification download view
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Impact Assessment view
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Impact Analysis Details view
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