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Outline

Outline 1

= Visualisation

= Demonstration

"= Take home messages
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Visualisation

Visualisation

= Representation of data as a chart or other image

Study Day
Test Lower Upper
Mamlabora Laboratory Laboratory Reference Reference Specimen Reference

Domain  Subject I tory Test Result  Test Unit Range Limit Range Limit Collection Range Indicatar
LB 101011 Glucose 6.327 mmalfL 3.33 16.65 1 1 MNaormal
LB 101012 Glucose 8.3805 mmalfL 3.33 16.65 1 1 MNormal
LB 101013 Glucose 5.882 mmal/L 3.33 16.65 1 1 Normal
LB 101014 Glucose 7.77 mmalfL 3.33 16.65 1 1 MNaormal
Lo 101017 Glucose 5.2725 mmolfL 3.33 16.65 1 1 Normal
. 11001 Glucose 6.216 mmalfL 3.33 16.65 i 1 Normal
* 11006 Glucose 9.324 mmelfL 3.33 16.65 1 1 Normal
11010 Glucose £.543 mmaolfL 3.33 16.65 1 1 MNormal
11011 Glucose £2.214 mmaolfL 3.23 16.65 1 1 MNormal

11013 Glucose 16.761 mmaolfL 3.33 16.65 1 1 High
11014 Glucose 6.882 mmalfL 3.23 16.65 1 1 MNormal
11015 Glucose 99345 mmalfL 3.33 16.65 1 1 MNaormal
R 11018 Glucose 5.8275 mmelfL 3.33 16.65 1 1 MNormal
. 11020 Glucose 18931 mmaolfL 3.33 16.65 1 1 High
. 11023 Glucose 6771 mmaolfL 3.33 16.65 1 1 MNormal
LR 11024 Glucose 7.3815 mmalfL 3.33 16.65 1 1 Normal
" . 11026 Glucose 7.9365 mmalfL 3.33 16.65 1 1 MNaormal
11027 Glucose 9.546 mmaol/L 3.33 16.65 1 1 Normal
.
] .
~ 2800 vs 20 data points

www.ocs-lifesciences.com

© OCS Life Sciences



Visualisation in CT

Visualisation in Clinical Trials 1

* Early identification of performance, data issues and safety

= Data quality

* Risk-based monitoring

= Datareview
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Recruitment Progress
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Recruitment Overview-study sites

Academisch Mec¢ 90
Amphia Ziekenht
Erasmus Medisc
Universitair Medi
Universitair Medi
University Colleg 30

40

20

10

Recruitment Day

Hospital target (F) Hospital target (M) Recruitment (F) Recruitment (M)
Subject ID a Gender  BMI Category Age (1) égfegory é:)Cr?QL?rlnption Unit\?\,gee&
1M 25-<30 89 >75 No 0
2 M 25-<30 41 36-50 No 0
3 M 30+ 57 51-75 No 0
4 M 25-<30 69 51-75 Yes 8
5 M 25-<30 98 >75 No 0
6 M 25-<30 94 >75 Yes 8
7 M 30+ 51 51-75 Yes 3
8 M 25-<30 87 >75 Yes 5
9 M 30+ 53 51-75 Yes 1
10 M 20-<25 61 51-75 No 0
11 M 20-<25 29 0-35 Yes 2
12 M 30+ 95 >75 Yes 2



Queries

Total Subjects Total Queries

Unique identifier for site participating in study Unique identifier for site participating in study
W15 W16 W17 |18 W19 W20 m21 W15 W16 W17 |18 W19 W20 m21
Time to first reponse (in days) Time to resolve (in days)
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Queries2

Queries per Domain, Country and Site

DM
AE

VS M Open queries
M Answered queries

M Closed queries

CM

LAB
0 500 1000 1500 2000 2500
Queries Response Time per Data Corrections per Domain, Country
Domain, Country and Site and Site
Nr of Days Response Time

VS

3.82
LAB
3.93
Domain
: I\‘/éB M Auto-Query to Site
B AE M Data Management to Site
AE DM M Other/Unknown
3.62 B CM [ Site Manager to Site

CM
3.06

DM
3.61 0%  20% 40% 60% 80% 100%



Demographics

Frequency Frequency Description of Planned Arm a Total NIC .15
300 Sex a Race a | Frequency Age Frequency Age
300 Total 902 50.0 447  49.7
250
Subtotal: F 578 51.4 281 50.7
200 200 Asian 14 511 7 474
Black or African American 97 46.2 53 455
F
150 Other 32 469 14 499
100
White 435 52.9 207 52.2
100
X 24 474 1 48.
0 . - Subtotal: M 3 66 8.0
50 Asian Other Asian 1 280 1 280
Black or... White Black or African American 41 46.9 25 4438
Race M
0 Other 18 438 7 470
F M Description of Planned Arm White 264  47.8 133 488
Sex M NIC .15 M Placebo
Frequency Unique Su... 4 Description o... Age
101001 Placebo 63.0
15 101002 NIC .15 66.0
101003 Placebo 31.0
101004 NIC .15 48.0
10 101005 Placebo 67.0
101006 Placebo 32.0
101007 NIC .15 63.0
5 101008 NIC .15 67.0
101009 NIC .15 38.0
ll I] | i I 101010 Placebo 48.0
o 11 ] I 101011 NIC .15 33.0
Age (years) 101012 Placebo 49.0
Description of Planned Arm 101013 Placebo Sy

H NIC .15 M Placebo 101014 NIC .15 74.0
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Adverse Events (2)

Number of Adverse Events
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Value

B Moderate H Severe ® Mild ® High ®m Normal B Low & Other

DOMAIN

Nervous System Disorders

L
< Hepatobiliary Disorders
Blood And Lymphatic System Disorders

Misc GI Drugs

CM

Cardiac Drugs
Adrenals

Prothrombin Time
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LB
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Take home messages

Take Home Messages 1

= Data visualisation will prove very useful in tracking and monitoring clinical
trial progress and performance

= Quite a different skill set and mindset is required if you’re a statistical
programmer or statistician

* The best way to approach data visualisation is to just get started with it!
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Questions

Thank you! Questions?
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