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Motivation

1 There are numerous opportunities to improve
the clinical trial monitoring, data visualization
and analytics in the clinical development
process, particularly in Phase 2 and 3 trials

1 As a clinical statistician working in a small
organization, | need a versatile data tool to
more efficiently collaborate with the team



A versatile data tool

Dashboard: host various clinical data and informative good-looking visuals

Interactive: freely explore data by mouse click in the interface
Real-time: “one click” ready whenever needed

JProgrammable: generate advanced logic, formula, statistics

Sharable: easy and secure access




A versatile data tool

Dashboard: host various clinical data and informative good-looking visuals

Interactive: freely explore data by mouse click in the interface
Real-time: “one click” ready whenever needed
JProgrammable: generate advanced logic, formula, statistics
Sharable: easy and secure access

Microsoft Power Bl can achieve the goal with following features:

v' Raw data import

v" Visuals options and extensions

v" Interactive function (filter, measure, tooltip)
v' DAX and Power Query

v Refresh and publish

v Others



AE Table and Listing

Takle 14.3. Summary of Treatment-Emergent Adverse Events by System Organ Class and Preferred Term

Dashboard

Total Number of Subjects with AE Number of Subjects with AE by PT

®Drug A @Drug B ®Placebo

Double Blind Treatment Period
Safety Set
System Organ Class - : e T : T o N -
Preferred Term F
Subjects with any TERE, n (%) 1% ( 40.9) 31 ( 66.0) 22 ( 47.8) 72 ( 51.4)
Blood and lymphatic system disorders 3 ( 6.4) 2 ( 4.3) 1 ( 2.2) e [ 4.3)
Lymphopenia o ( 0.0 2 ( 4.3) 0 ( 0.0} 2 ( 1.9)
Iron deficiency anaemia 1 ( 2.1) 0 ( 0.0y 0 ( 0.0) 1 ( 0.7)
Leukopenia 1( 2.1 o ( 0.0) 0 ( 0.0) 1( 0.7)
Thrombocytopenia 1 { 2.1) o[ 0.0) 0 { 0.0) 1{ 0.7)
Coagulopathy o ( 0.0) o ( 0.0) 1 ( 2.2) ( 0.7)
Ear and labyrinth discorders 2 ( 4.3) 0 ( 0.0) 0 ( 0.0) 2 ( 1.4)
Excessive cerumen production 1 ( 2.1) o ( 0.0} 0 ( 0.0) { 0.7)
Meniere's disease 1 { 2.1) o[ 0.0) 0 { 0.0) 1{ 0.7)
Eve disorders 1 ( 2.1) 1 ({ 2.1) 0 ( 0.0) 2 ( 1.9)
Dry eye 0 ( 0.0) ( 2.1) 0 ( 0.0) 1( 0.7)
Evelid cyst 1( 2.1 o ( 0.0) 0 ( 0.0} 1 ( 0.7)
Listing 16. Adverse Events
Full Analysis Set
Relationship
To
Study
Treatment/
MedDRA 50C Term/ Treatment- Outcome/ Action taken
Study MedDRA Preferred emsrgent?[1]/ CTCRE with
Subject Period/ Term/ (Verbatim Onset Date(Day)- SAE: Severity Study Treatment TME Category/
D RE % Term) End Date (Day) [2] Criceria? [31 Treatment of Eventc IME Subcategory
DB/1 Infections and Tes/ No Recovered/R Not Related/ None Ho
infestations/ 11FEBZ020(8) - esolved/ Dose Not Changed
Influenza/ 16FEBZ020(13) Grade 2
(Influenza B
infection)
OLE/1L Infections and Yes/ No Recovered/R Not Related/ None Ho
infestations/ 220CT2020(332) - esolved/ Dose Not Changed
Gastroenteritis 260CTZ2020(33§) Grade 1
viral/
(Viral

Gastroenteritis)

Number of Subjects with AE by SOC
®Drug A @Drug B ®Flacebo

Investigations
Infections and infes...
Nervous system di...
Skin and subcutane...
Gastrointestinal dis...
Injury. poisoning an...
Musculoskeletal an...
Metabolism and nut...
Blood and lymphati...

General disorders ...

I

Respiratory. thoraci..

Cardiac disorders s
Eye disorders B

Drug A I
Drug B i Lymphocyte count _. F_
Placebo 26 Dermatitis atopic PR em—
s ~ Urinary tract infecti... Eh
Number of Subjects with AE 2 2 Dizziness
Preferred Term Number of % Subject Headache [ —
Subject with AE Nauses [ m—
. Back pain | ——
Lymphocyte 14 11.5% Arthralgia
count decreased e
- . SARS-CoV-2testp.. [
Dermatitis atopic 10 8.2% Lymphopenia
_Ur\'nary tract 9 T4% Nasopharyngitis ~|eem—
infection Arthropod bite l.
Total 73 59.8% ‘1 Constipation e —
AE Verbatim Perferred Term System Organ Class Start Date  End Date
Openwound to  Abdominal Injury, poisoning and 06/11/2020 06/17/2020
abdomen injury procedural complications
Abdominal Aches Abdominal Gastrointestinal disorders  03/05/2020 03/06/2020
pain
Abdominal Abdominal Gastrointestinal disorders  04/01/2020 04/05/2020
cramps pain
Abdominal pain  Abdominal Gastrointestinal disorders  05/06/2020 05/15/2020
in RUQ and LUQ  pain upper
Elevated liver Alanine Investigations 05/07/2020
enzymes ALT aminotransfera
se increased
left shoulder pain  Arthralgia Musculoskeletal and 05/03/2020 06/11/2020
unknown connective tissue
etiology disorders
RIGHT HIP PAIN  Arthralgia Musculoskeletal and 12/01/2020 12/29/2020

connective tissue

Rand Date W16 Date  Severity

02/20/2020 06/11/2020 Grade 1. Mild Not
02/20/2020 Grade 2: Moderate Not
03/03/2020 06/02/2020 Grade 2: Moderate Not
04/30/2020 Grade 1: Mild Unli
05/07/2020 Grade 1. Mild Prot
04/30/2020 08/20/2020 Grade 2: Moderate Not
05/19/2020 09/09/2020 Grade 1. Mild Not




Enrollment and Status

Cumulative Randomization Over Time
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Study Completion

@®Crug A @Drug B @Placebo

Study

Complete

No

Mo

Yes

Ho

Primary Reason

Failure to meet
continuation
criteria

Withdrawal by
Subject

Other
Lost to Follow-Up

Primary Reason for Study
Discontinuation

@®Drug A @0rug B ®Placebo

Withdrawal by Subj.. m
- —
Lost to Follow-Up r—
Adverse Event “—

Treatment Primary Reason Last Visit

Complete

Mo

Yes
No
No
Yes
Yes
Yes
Yes

Yes

Failure to meet Week 16
continuation
criteria

Withdrawal by Wesk 72
Subject

Week 72
Other Week 08
Lost To Follow-up  Week 12
Week 72
Week 72
Week 72
Wesk 72
Week 72

WA fmmle T

Last Visit
Date

20/03/16

20/08/21

21/04/28
20/02/19
20/04/27
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21/03/16
21/04/08
21/04/06
21/05/06

T4 ANC 10

20/0
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21/0
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21/0
21/0
21/0
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Subgroup Analysis
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a%d.]

Drug & DrugB Drug Both Placebo

Subject Status

Rand Date [l D/Cin Double-Blind

[1 <16MARZ0

[ D/Cin Open Label Extension

> N
L] x16MAR20 [ Study Complete

Weight
Visit

Race Baseline Study Period <63kg @ 268kg
[] Asian Week 01 -
— Double-Blind
[1 Black Week 02 -
[] Muktiple Week 04 1 Open Label Extension
- :“"t_':f - Week 06
[ Pacificl... , oy
O] Whits Week 08

Week 12

Drug & DrugB  Drug Both Flacebo

Demographics and Baseline Characteristics Var 1 at Baseline

Armn Age Sex Weight{kg) RandDate Var1 Var2 \ar3 Var4 A °:0:
2

| DrugA 37 Female 99.8 12/19/2019 3 182 170 MNo
2 DrugA 44 Male 909 01/09/2020 3 178 117 No
3 DrugB 65 Female 1411 01/06/2020 3 190 17.5 Mo :
f DrugB 42 Male 714 12/26/2019 4 622 825 Yes A
5 DrughA 37 Male 83.2 02/04/2020 3 324 582 No DugA  OrugB DrugBoth Placebo
| DrugA 66 Female 660 11/13/2019 3 265 108 No
2 DrughA 47 Female 730 11/26/2019 3 330 122 No Median Var 3 at Baseline
3 DrugB 50 Female 973 12/19/2019 3 200 225 Yes 27 @:27
1 Placebc 62 Female 47.7 12/20/2019 3 204 162 Yes
5 Placebe 30 Female 73.0 01/16/2020 3 230 234 No
5 DrugA 32 Female 660 01/29/2020 3 288 234 No
3 DrugB 57 Female 864 01/24/2020 3 266 261 Yes " ﬁ H ﬂ
< >

Drug A DrugB Drug Both Placebo

Total

Total

Total

Total

Sex

Female @Male

2 zolE

Drug & DrugB Drug Bath Placebo Total

Randomization Date

=<16MARZ0 @ z16MAR20

Drug & DrugB Drug Both Flacebo Total

Median Var 2 at Baseline

®-23 @=23

Drug & DrugB Drug Both Placebo Total

Var 4 at Baseline

@i Bves

Drug A DrugB Drug Both Placebo Total



Exploratory Analysis

LabTest{X} \ﬁslt()(} %Change{)() Subject %Change{Y] VISitm Lab Test(Y) " Lab Test E)(—axis} Visit {X—axisl Lab Test (Y -axis) Visit (Y-axis)
= Lymphocytes Week 06 Monocytes Week 08
lymphocytes Week 12 -62% -60% Week 12 Meutrophils @ Lymphocytes Ab... \Waek 08 Monocytes Absol.. |l Week 12
Absolute Absolute Magnesium . Week 12 Neutrophils Week 16
lymphocytes Week 12 -23% 0% Week 12 Neutrophils MCH Week 16 @ Neutrophils Absol Week 17
Absolute Absolute MCHC Week 17 Phosphaorus Week 18
lymphocytes Week 12 70% 3% Week 12 Neutrophils MOV Week 18 Platelet count Week 20
AbSCﬂU‘lE Ab50|ute errnr\dncl: e o Mim il b B P
- i ' L .

;ﬁgﬁ‘t’;ﬁes Weelkc 12 52% SRR EE“;E&“'S Pairwise Percent Change of Lab Parameters by Subject
lymphocytes Week 12 -27% 40% Week 12 MNeutrophils
Absolute Absolute o
lymphocytes Week 12 -0% 76% Woeelk 12 Neutrophils
Absolute Absolute ® R - D 1 2 3
Lymphocytes Week 12 -11% 14% Week 12 MNeutrophils 100%
Absolute Absolute ~

T °
lymphocytes Week 12 -11% -19% Week 12 Meutrophils o

[T L4 L ]
Absolute Absolute [ ®
lymphocytes Week 12 -0% 11% Week 12 Neutrophils % ° @ @ ®
Absolute Absolute © ® e [

¥ os0% ®
lymphocytes Week 12 -T% -3% Week 12 Meutrophils = . ® ®
Absolute Absolute 8

2 ° w °
lymphocytes Week 12 -9% 29% Week 12 Neutrophils < ® ° [ ] ® ® ®
Absolute Absolute = ® P L ® .

= e ® [ X ] ® ® - @---"
lymphocytes Week 12 -10% 1% Week 12 NMeutrophils g— _._Q_-..—-.."‘""' ="
Absolute Absolute 5 0% —eme==T L o o ‘ ® o} L

Z oo LN %0l o0
lymphocytes Week 12 -1% -2% Week 12 Meutrophils o & ® @ o ®

z % o ° @
Absolute Absolute = e o o .. o % L] o

[ ]

lymphocytes Week 12 -49% 5% Week 12 NMeutrophils e % e .. L
Absolute Absolute b . ® ®
lymphocytes Week 12 -24% 7% Week 12 Neutrophils _50% ™
Absolute Absolute -
Lymphocytes Week 12 -33% -18% Week 12 Neutrophils -50% 0% 50%
Absolute Absolute v Lymphocytes Absolute at Week 12

lymphocytes Week 12 -10% -12% Week 12 Meutrophils .




Demo



http://www.powerbi.com/
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