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Pharmacovigilance



Individual case 
reports





• Denominators

o Number of patients exposed to medicine

o Rates of adverse event with and without exposure to 

medicines

• Ability to assess more complex associations

o Adjustment for biases and confounding

o Incl due to indication or underlying disease

• Longitudinal data capture (before and after 

adverse event)

Routinely collected health data



Case reports
continue to 

dominate
as a source of 
safety signals

Sartori et al. 
2023

Onakpoya et 
al. 2016

2025:

How come?





• Datasets mapped to broadly used 
Common Data Models, including their 
standard vocabularies

• Reproducible analytical workflows with 
possibility to customise design 
parameters for pharmacovigilance use 
case

• Validated phenotypes for broad range
of outcomes and covariates

• + capability to develop and deploy new 
phenotypes in response to findings

Needed: Rapid and reliable 
evidence-generation



• Data on relevant medicinal products 
and adverse events for the right 
patient populations

• Streamlined data access approval 
processes 

• Harmonized requirements for study 
protocols across RWD sources

• Data access approval for overarching 
study designs/master protocols for 
pharmacovigilance use cases

Needed: Timely access to fit-
for-purpose data



• Collaboration between
pharmacovigilance, epidemiology, and 
RWD expertise

• Guidance on how to integrate new 
types of evidence in current processes

Needed: Process 
adaptations





Safer use of medicines
and vaccines for 

everyone everywhere



Safer use of medicines
and vaccines for 

everyone everywhere



Safer use of medicines
and vaccines for 

everyone everywhere



Safer use of medicines
and vaccines for 

everyone everywhere



Safer use of medicines
and vaccines for 

everyone everywhere


	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9: Needed: Rapid and reliable evidence-generation
	Slide 10: Needed: Timely access to fit-for-purpose data
	Slide 11: Needed: Process adaptations
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17

