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Disclaimer

“The processes described and conclusions drawn 
from the work presented herein relate solely to 
the testing of methodologies and 
representations for the evaluation of benefit and 
risk of medicines. 

This report neither replaces nor is intended to 
replace or comment on any regulatory decisions 
made by national regulatory agencies, nor the 
European Medicines Agency.”

PROTECT is receiving funding from the European Community’s Seventh Framework 

Programme (F7/2007-2013) for the Innovative Medicine Initiative (www.imi.europa.eu)
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http://www.imi.europa.eu/


Many research on visualisations
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Lack of use in formal B-R assessment

http://www.fda.gov/downloads/AboutFDA/CentersOf

fices/CDER/ucm118818.pdf
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Graphics and other formats

Table

Bar

Risk ladder

Pictogram

Line

Boxplot

Area

Dot

Pie

Scatter

Tree

Map

Cartoons

http://intl-

dij.sagepub.com/content/40/3/249.refs
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Benefit-risk 

balance

Unfavourable 

effects

Favourable 

effects

Glycaemic efficacy

Microvascular events

Congestive heart failure (CHF)

MACE

Cardiovascular (CV) death

Non-CV death

Myocardial infarction (MI)

Stroke

Other

Weight gain

Macular oedema

Bone fractures

Tree diagram – a value tree

Bladder cancer
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Effects table

Name Description
Fixed 
Upper

Fixed 
Lower Unit

Rosi + 
adjunct

Adjunct 
only

F
a
v
o
u

r
a
b

le
e
ff

e
c
ts

Glycaemic 
efficacy

(A surrogate marker of the quality of glucose 
regulation.) Mean change from baseline in the 
proportion of Hb in which A1c is greater than 48 
mmol/ml.

5.00 -5.00 % -1.18 0.06

Micro-vascular 
events

Incidence of new cases of microvascular events 
compared to baseline (Retinopathy requiring 
photocoagulation, vitreous haemorrhage, &  fatal or 
non-fatal renal failure.) 

20.00 0.00 % 2.70 3.50

U
n

fa
v
o
u

r
a
b

le
 E

ff
e
c
ts

CHF Proportion of patients experiencing congestive heart 
failure during the study period.

4.00 0.00 % 3.69 1.89

M
A
C
E

CV death The proportion of patients who died from any 
cardiovascular event including stroke.

4.00 0.00 % 2.70 3.19

Non-CV death The proportion of patients who died from any non-
cardiovascular event including stroke.

4.00 0.00 % 2.97 3.86

MI Proportion of patients who experience a non-fatal 
heart attack.

5.00 0.00 % 3.33 3.01

Stroke Proportion of patients who experience a non-fatal 
ischemia stroke.

5.00 0.00 % 1.94 2.83

O
th

e
r

Weight gain Mean change from baseline in weight gain  at 1 yr. 10.00 -5.00 Kg 3.80 0

Macular 
oedema

Proportion of patients who experience macular 
oedema. 

1.00 0.00 % 1.27 0.23

Bone fractures Proportion of patients experiencing bone fractures. 3 0 % 8.33 5.3

Bladder cancer Proportion of patients contracting bladder cancer. 1.00 0.00 % 0.27 0.22
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Pictogram
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Stacked bar graph

More red, 
more safe

More green, 
more benefit

9



Interactive visual display
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https://public.tableausoftware.com/views/RosiDashboard_1/RosiAlign?:embed=y&:showTabs=y&:display_count=no
https://public.tableausoftware.com/views/RosiDashboard_1/RosiAlign?:embed=y&:showTabs=y&:display_count=no


Tornado-diagram
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Remarks on visual representation

• No one visual type fits all

• Different visual types carry information differently

• Different user may prefer different visual 
representation – cannot always generalise

– Visual type preference study shows preference towards 
tables and bar graphs

– Understanding and/or preferences may still be affected 
by the actual information being displayed

• Visual representation formats should be tested with 
the intended audience before actual use
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