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Understanding Trial Design using Visualization

... from readout of phase 2 data to final phase 3 design




Visualizing trial design

The Challenge

» Achecklist

» Time perspective — ready for the protocol and
tool development

» Operational and scientific aspects

* Not a new tool

The Benefits

 Areminder of activities and time constraints
» Simplify protocol development
e Cross functional communication



The result — an interactive guide

The checklist

» Describes design activities - mix
of regulatory, operational and
scientific perspectives

e Put time in focus when to be ready

 End of design and ready for
protocol development

An introduction, a gentle reminder, or
just a visualization guide of trial design!




Information sources

Governance interaction

When to start and .
be completed

Headline turned
into activities




Organizing and relating information

Scientific

Operational

Regulatory

Activities:
What
When
Learn more




Technology solution of visualization

@ e O O
Browser

J

Angular JS & D3

|

Java Spring Backend

® 00
© 00 0

Cypiher JﬁON

Wyneoy)



Summary: Visualization Trial Design

* Mix of perspectives important for design
« Time perspective — when to start or be ready
* Avisualization of the design work

to be ready for protocol development

An introduction, a gentle reminder, or
just a visualization guide of trial design!
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Demo




Demo Overview
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Demo Relations
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Demo Activity details
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Eval

Evalustion of standards

Ewaluation of endpoint ws data standards and
how these meet expected description of Table,
Figures and Listings. Details on wariables and
derived variables that support the endpoints.
Evaluation should also be done on lab/biologics)
sampling.

If ne=ded new standard should be requested
according to end-to-end approach from data
collection through to final cutput.

Timiing

Mews standard to be devsloped and completed 2
wieeks pricr to final Protocol.

Mewr standard 2-14 wesk

Mewr Lab codes £-5 weeks

Link

Climical Information Standards End to End
Process

Filter
To fiker on this Activity chick here
Biomefrics & Information Scisnoes
FProgramemimg




Demo overview
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Milestones

» An introduction
» A gentle reminder

» Visualization guide of trial design

Country
feedback

Phase Health Development
Zhdata Authority  Program

Approval of GNG @Ph2b ID

Protocol First
Sign Off Subject

I readout Interaction Challenge l

Strategy Guidance Review
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Study I@ Timing

AZ drug and other trestments
CTM Isbelling requirernents:
Description of the AZ treatment, use the generic
name or code, include statz formulation or
device, strength, dose and frequency of dosing,
and mode or route of administration as well as
CoUNfries to ensure correct languages are
translated.

Description of the Comparator used the generic
name to be used inclede state formulation or
device, strength, dose and frequency of dosing,
and mode or route of administration as well as
countriss bo ensurs correct languapes are
translated.

Timing

Meads to be decided approze. 16-20 weeks prior
%o FEl to ensble master label development to be
ready for HA submission. Agres project specific
time line with the Supply Chain Study Manager.
Link

Supphy Chain Design factors

Filter

To filter on this Activity click here

Fhamacsutical Development, Supply Chain




Understanding Trial Design using Visualization

The Challenge

» Achecklist

» Time perspective — ready for the protocol and tool development
« Operational, scientific and regulatory aspects

* Not a new tool

Miestones

The Benefits bt =<9 o
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BACK Ups technology solution



Visualization architecture
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