
FDA, Food and Drug Administration; PSPV, Patient Safety and Pharmacovigilance; VAERS, Vaccine Adverse Event Reporting System
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How do we make sure vaccines are safe?

Safety reports 
are looked at 
individually 
and in context

Sanofi PSPV

Monitored from
Day One

Rigorous, professional
safety monitoring of our 

vaccines starts during 
development and through

all clinical studies

PSPV’s only job 
is safety; they 
investigate all 

reports

No Report is Too 
Minor to Review

Safety Monitoring 
Never Stops

When vaccines enter the 
market, we continue to 

monitor their safety 
indefinitely while they are 

available, via our PSPV team

Looks at each report on its own

Looks at all reports for a product together to periodically re-examine 
risk/benefit profile

Reports all events and findings to the FDA and VAERS


