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Drug Approval 101

14 SEPTEMBER, 2022 2



Drug Approval 101

▪ Apples & Oranges (non-apples)
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Making Sense of Apples & Oranges
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Making Sense of Apples & Oranges
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Is your
cholester
ol really

too high?

MAXIMAL CHOLESTEROL LEVELS ARE LOWERED
New guideline: intervene from 1.8 mmol/L (previous 2.5)

If you treat 100 patients for 10 year according to the new guidance

…than you would
prevent 4 non-lethal

MI’s or strokes

…while 14 out of 
100 experience
Adverse Events, 
such as muscle

ache, malaise



So, who considers
this B/R balance
positive?
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▪ Raise your hand, if you would
approve/prescribe/recommend this
‘drug



Iterative
process
of B/R 
assessment
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Radawski C., et al. 2015 PDS 
DOI: 10.1002/pds.3859



(Today) we focus 
at the Patient!
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EMA patient involvement



The role of (the) patient (experience data)
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Program



PATIENT PREFERENCES: 
Towards a More Structural 

Incorporation in the Regulatory 
Pathway


