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SEVCIWARGCYVIE

* We always
— Generate TFL by SAS
— Production in txt/rtf/doc/xls format

 We may try
— New tool - Spotfire
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Spotfire Intro

 Feature
— Visualization
— Interactivity

* Application in Pharma

— safety review, clinical operations, market
analysis, etc.
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Spotfire Intro - Application

 TLSR - Trial Level Safety Review

* The goal of the Trial Level Safety Review
(TLSR) process is to monitor and assess
safety data collected during the conduct of a
specific study.
* For example
— Subject Disposition
— AE Summary
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Spotfire Intro - Demo
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Spotfire Intro - Demo

IPTs within SOCs

Marking: =
B AEPT v Blood and lymphatic system disorders ANAEMIA % ® ¢
Color by: » ABDOMINAL DISTENSION 3 .
Pla.. v + v ABDOMINAL PAIN UPPER| x pe
) ) ) ) DIARRHOEL ¢
W Xnnn1 Gastrointestinal disorders 3
HAEMORRHOIDS
B ¥nnn2 E
5 STOMATITIS g *
-
° VOMITING L 4 %
o
'g Generzl disorders and administration site thrie % :
Q conditions LOCALISED OEDEMA %
4 PYREXTA ®
€
2 Infections and infestations ORAL HERPES : Y
g Ihjury, poisoning and procedural complicati. FALL L 4
Investigations WEIGHT DECREASED g
» Metabolism and nutrition disorders EYPERTRIGLYCERIDAEMIA *
[}
2 DIZZINESS §
o Nervous system disorders
g ¥ NEUROPATHY PERIPHERAL ® L 4
) DPsychiatric disorders ANXIETY % ®
E Respiratory, thoracic and mediastinal COUGH L4
E disorders loaplimSAL SINUS HYDERSECRETION g
S i ) . ALOPECIA *
Skin and subcutaneous tissue disorders %
PRURITUS *
,g‘ Vascular disorders DEEP VEIN THROMBOSIS * L2
8
Jox 5% 10% 15% 20% 25% 30% 3% |
a |
TEAE PT Subject Percent v
Link to Patient Profile (Highlight Patient Record)
Subject Identifier ~ Unique Subject Identifier Age Sex Race Planned Arm Description of Sequence  Group ID Sponsor- Reported Lowest Level Dictionary-
for the Study Code Planned Arm Number Defined Term for the Term Derived Ten
12/5/2014 Company Confidential ©2014 Eli Lilly and Company



Spotfire Intro - Demo
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Ire Intro - Demo
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Spotfire Intro - Demo
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Subject

Spotfire Intro - Demo
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Spotfire Intro - Demo

iz B adlad VPl Olmimm Pmmeildn meme TReam

I Patient ECG Results over Time

I = = =
Magnify Visual.
I Box Plot by Vital Sign Test Over Visit

Marking: Systolic Blood Pressure (mmHg)
W Vitals v

Color by:

190
Planned... v + v
» 180
W xnnn1
170
[l Xnnn2 " !
Reference points: 160 - e
xmin 1 150 i % Abnorfal Treatment EmerqentUpper Limit
& 140 + | ke
Average —
T

+

d Units

|
i

£z
Median 130 - #

al
|
- -

AbnorTal Treatment Emergent Lower Limit

20
PARTA SCREENING PARTA CYCLE1 PARTACYCLE2 PARTA CYCLE3 PARTACYCLE4 PARTAFOLLOW UP
Xnnn1 Xnnn2 Xnnn1 Xnnn2 Xnnn1 Xnnn2 Xnnn1 Xnnn2 Xnnn1 Xnnn2
g Count 7 6 2 24 18 17 4 2 3 4 3
Ava 135.143 115.333 132,037 118.958 130.778 120.353 163 1305 150.333 125 133.667
StdDev 32.0699 16.6213 241557 11.5023 18.688 10.2283 24,9533 494975 9.86577 24.8328 9.45163
Min 107 100 90 9 108 9 136 127 139 2 123
Q1 1155 103 1155 108.75 1165 "7 151 128.75 147 115.25 130
Median 124 1135 125 1195 1265 121 160 1305 155 1285 137
Q3 1415 118.75 150 127.25 150.25 125 172 132.25 156 138.25 139
Max 201 145 189 141 160 139 1% 134 157 151 141 KT

VisitName v Planned Am Code v + v



Standardization

« Standard Data(e.g. SDTM) + SAS codes +
Spotfire Template

« SD/AE/CM/ECG/VS/LB/EX/PP

SDTM Prepared Spotfire Web link for
SDTM Template reviewer
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Standardization

 From SDTM to Prepared SDTM

— specify a cut-off Study End Day for Ongoing
Events (i.e. Last Visit Date)

I Patient Profile

Note: * next to AE Term indi Serious Event
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Standardization

 From SDTM to Prepared SDTM
— Calculate the percentage

I PTs within SOCs
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* Visualization
— Spotfire
- JMP

- Excel with VBA EFFICIENCY

o Standardization
— Follow CDISC standards
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Q&A

* Thanks for listening!
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* Professor Hans Rosling’s YouTube video.




