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€ return on investment

Savings Start-up costs

o [ata Review Meeting e Project costs

e (On-site monitoring e Standards implementation

o Periodic Medical Review — adaptations for ongoing studies
e [ata cleaning

o CAPA handling/resolution Recurring costs

o 3DV o Software costs

e [Dashhoard development
e [ata preparations
e (Continuous improvements
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€ return on investment

Six-year scenario

e JStart-up phase two years
e T[hree to four studies per year

e Mix of studies running one or two years
— (osts always in year one
—Savings split (for two-year studies)

e Savings set to 50% and 75%
respectively in year one and two.

> Break-even after 2-3 years
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DEMO

This 10-min demo will show the design,
technical functionalities of the iCDM
dashboards, and will highlight the added value
for study team members in different functions
(e.g. clinical study manager, data manager,
medical monitor, researcher/clinician)
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DATA CLEANING TOWARDS AN INTERIM ANALYSIS

Select: Weight in ke at study day per treatment group Select subjects
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- Growth curve: check individual = 4

Weight (kg) per child compared to the WHO Child growth standard z-scores,with start dates of Length (cm) per child compared to the WHO Child growth standard z-scores,with start dates of
(S)AEs and start dates of all given medication and the medical history. (S)AEs and start dates of all given madication and the medical history
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ry CRFS (with 100% target) Select rangs of subjscts randomization date

OVERALL CRO AND SITE MANAGEMENT =
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PRODUCT COMPLIANCE FOR AN INTERIM ANALYSIS
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SAFETY MONITORING

E PHUSEDEMO-US-096-0007 - = Adverse Event

= Serious Adverse Event

= Abnormal Growth (decrease after previous visit or 25D)
Unique Subject Identifier ~ Race Sex Actual Arm v Country Name C i - tant Medi

PHUSEDEMO-US-096-0007 BLACK OR AFRICAN AMERICAN F Randomised United States

Ongoing Medical History Event
= Study product intake

Weight (kg) per child compared to the WHO Child growth standard z-scores,with start dates of Length (cm) per child compared to the WHO Child growth standard z-scores,with start dates of
(S)AEs and start dates of all given medication and the medical history. (S)AEs and start dates of all given medication and the medical history
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- observe trends in specific Adverse events
- assess impact on individual subjects

= Adverse Event
= Serious Adverse Event

L = Abnormal Growth (decrease after previous visit or 2SD)
Unique Subject Identifier Race Sex Actual Arm v Country Name Completion Status — Concomitant Medication

PHUSEDEMO-US-154-0017  WHITE M

E a C PHUSEDEMO-US-154-0017 v |

Randomised  United States Ongoing = Medical History Event

= Study product intake

Weight (kg) per child compared to the WHO Child growth standard z-scores,with start dates of Length (cm) per child compared to the WHO Child growth standard z-scores,with start dates of

(S)AEs and start dates of all given medication and the medical history. (S)AEs and start dates of all given medication and the medical history
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