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Frederik Malfait is Senior VP of Information Architecture at Nurocor,
focused on delivering the Nurocor Clinical Platform for digitalized clinical
development. Before that he has consulted for the biotech industry with
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Technology working group and the CDISC Protocol Entities project,
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the CDISC Library APl and Browser.

He holds a Master Degree in Mathematics.
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Digitalized Clinical Development

The landscape of Digital Data Flow
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Platform based delivery

From the viewpoint of an upstream provider
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Persona based
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Driving digitalization

s nurocor

Digitalized Clinical Development
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Driving digitalization — Hub Architecture
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SDR integration

Workflow based integration of the Nurocor Clinical Platform
(NCP) and the Study Definitions Repository (SDR)




DDF Discovery Day

Connecting NCP to SDR

What will this demonstration show?

The Nurocor Clinical Platform (NCP) enables end-to-end digitalized clinical development. We demonstrate
how to create a fully digitalized protocolin NCP, start a workflow process, and submit the study to the SDR.
We compare the content in NCP and SDR side by side.

What can the audience take away from this demo?

» Advanced study definition capabilities exist today on the validated Nurocor Clinical Platform (NCP)
» NCP implements all USDM elements and connects to the SDR through an integrated Lean Protocol (tm)
process workflow
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Creating a study definition
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Approving a study workflow
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Posting the study from the NCP to the SDR

Notifications =

INBOX UNREAD READ TRASH

2, 202301E2E September 18, 2023

Action Submitis complete for gate Level 1: (DM) Draft (title: 2023-07 End to End Test).

SDR STUDY I SDR UI ]

E 202301E2E September 18, 2023

The Level 3: (DM) Final gate has transitioned to Ready for Review. Please review the gate
and submit when appropriate.
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Viewing the study in the SDR
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Disposition - Informed Consent X
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Met x
Demographics X
Medical History X
Disposition - Randomization X
Prior and Concomitant Medications X X X X X X
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Adverse Events x X X X X
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Value proposition

Benefits of digitalized clinical development




@rrerren

Driving digitalization

s furocor
iy

Clinical
Development
Plan

Study
Design

Digital

Schedule
Protocol f

of
Activities

Nurocor Lean Protocol

_Design Center

Standards Driven Integrations & Specifications

@ Standards & Compliance

eCOA

L]
Cdlsc Copyright2023 Nurocor

CTMS

Imaging

eConsent

Lab Data

Study Hub

20



N Y
¢ = e
B e o
i
& vl
: .
o
o
Graciiio

.
s .0
S
o .

Time to Market

PROBLEMS IN THE INDUSTRY

THE SOLUTION

$35,000,000.00

45%

$2,000,000.00

J
]
J

Up to 30 % of all clinical data collected
is not used in NDA submissions

Less than 45% of data collected is
related to primary /secondary
outcomes

The top 20 pharmas average at least 4
protocol amendments per study
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The Nurocor Clinical Platform drives quality and
consistency, focus on outcome driven critical
data, eliminates unnecessary amendments and
automates provision of specifications for data
collection and analysis

This digital disruption revolutionizes clinical
development, accelerating trial lifecycles by at
least 50%
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Outlook

The future of digitalized clinical development
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TransCelerate DDF

Nurocor Clinical Platform
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Clinical Document Authoring
Innovative study designs
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“.7. 7. ThankYou!
A For further questions and info, you may contact

.....

frederik.malfait@nurocor.com
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