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Presentation on visualization in signal detection
(e.g. The Forest for the Trees Visualizing Adverse Events (DIA 2011)

(Andreas Brueckner, Bayer Healthcare)
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P-Risk Plots / Volcano Plots

Relative risk (RR) versus z-score
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Visualization of DSUR data, Jochen Brumm, Genentech
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Analysis and Displays Associated with

Adverse Events 1

Percentages / Risk Difference with 95% Confidence Interval

Percentages
Placebo 0.12 ANAEMIA : ]
[ 0.04 NEUTROPENIA
Drug A [
0.03 LEUKOPENIA N\
NEUTROPHILIA []\]
MONOCYTOSIS [
0.00
IRON DEFICIENCY
ansemia |
EOSINOPHILIA - []\]
-0.00 PANCYTOPENIA - [[1]
\ YTOS
001 HYPERLEUKOCYTO S| 0
FEERILE |-
-0.01 NEUTROPENIA |3
-0.01 LEukocyTosIS [}
000 1000 2000 30.00

Percentage ~

40.00

50.00

Risk Difference

0.12 ANAEMIA
0.04 NEUTROPENIA
0.03 LEUKOPENIA

NEUTROPHILIA

MONOCYTOSIS
0.00

IRON DEFICIENCY

ANAEMIA

EOSINOPHILIA

-0.00 PANCYTOPENIA

HYPERLEUKOCYTOSI

-0.01 B

FEBRILE

-0.01 NEUTROPENIA

-0.01 LEUKOCYTOSIS

-0.250 -0.150 -0.050

Risk Difference with 95% Cl «

0.050

0.150 0.250




pﬁﬁge? Analysis and Displays Associated with
C— Adverse Events 11

Plot of Adverse Event Start and End Days per Patient

Adverse Events - Preferred Term
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Scatter Plot: Severe AEs

Adverse Events - Preferred Term
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Bar Chart (%) Related AEs
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Volcano Plot

Volcano Plot
Relative Risk vs Z-Score
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Percent/Risk Diff. by subgroup

Percentages by Subgroup per Preferred Term
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Include R program to Spotfire

USUBJID BHT
1 178
2 165
3 174
4 160
5 170

95
55
62
49
59

=

1) Insert example data into Spotfire

2) Tools -> Register Data Function (Edit

R script - Open Source R
Packages (separated by semicolons):

R Script)
' c; Register Data Functions
2. |New Function [ Open ~ |Import []Save [?]SaveAs [=)Export ) Run
Name:
|example
Type:

|dpb'r

Description:

Allow caching

Script  |nput Parameters Output Parameters

L adsl - dsin (N

4) adsl needs to be specified as
Output Parameter

3) dsin needs to be specified as
Input Parameter

2
3 adslibhtn - as.numeric(adsl:BHT)
adslibwtn - as.numeric(adsliBWT)
adslsbbmi <- (adslsbwtn*10000)/(adslsbhtn*adslsbhtn)
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Specify Input and Output parameters needed in R

function: dsin and adsl

'07:;;'-: Data F

i | New Function

Name:

example

Type:

(-*Open ~ »|Import [ Save

2 Save As

[=) Export P Run

Input Parameter i

Input parameter name:
R script - Op}

il

dplyr Idsin

I

?|Import []Save [?]SaveAs [=hExport ) Run

Description:
Type:
Table
Allowed data types: v
Integer Al
Allow ca Real
— P SingleReal Numeric
Scipt]] 8 String
Parameters Date None
Time b
Name DateTime dd...
dsin Boolean
By | |
move - Output Parameter X
e B ameters
Description:
ve Up Result parameter name:
— (= |
B Down Description =
Display name:
[ads! |
Required parameter Type:
Table v
Hobp Cancel Description:
]
Help Close

Help

Close
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Run the Function

Specify Input and Output for Spotfire
@ Register Data Functions - .

I |New Function (% Open ~ 9|Import [ Save Save As [E) Export ) Run Data
Name: L 2
Iexample Edit Parameters X
Type: — Name:
R script - Open Source R | Iexample
|::$ 2ges (peparated by sy Refresh function automatically «
Description: Input  Output
Input parameters:
Name Description Type Required Input Data Types a
s
Integer, Real, SingleReal, String, Date, Time, ...
Allow caching = = - :
‘ Script  Input Parameters
‘ Parameters:
Name Display Input handler: Data table: 2
<5 i | [CET— o 2
None @® Columns:
i
Select Columns...
a
‘ (O Search expression:
Example input:
Help -
- Help Cancel
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Doing now what patients need next
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