
Risk assessment
Risk assessment is one of the three pillars of risk management
(together with safety specifications and the risk minimisation
plan).  It  contains  both  routine  and  additional
pharmacovigilance  activities  to  characterise  the  safety
profile of the medicinal product including what is known and
not known. It does NOT include actions intended to reduce,
prevent or mitigate risks.

https://toolbox.eupati.eu/glossary/risk-assessment/

