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Global approach to good pharmacovigilance and risk management

Danny S Gonzalez
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Sinceitsbeginning, pharmacovigilance (PV) hasundergone
continuous transformation. Policy, legislation, and
guidelines have continued to evolve over time to better
ensure patient safety and improve monitoring of the safety
of medicinal products. Since 2012, the European Medicines
Agency (EMA) committed to continuously improve their
guidance based on stakeholder experience. In 2013,
the EMA released draft guidance on risk management
systems for public consultation in February 2016. The
guidance was further developed with feedback from a wide
variety of stakeholders including marketing authorisation
holders, industry associations, national healthcare system
representatives, and individual citizens, among many
others.This GVP guidance has a significant impact on how

pharmacovigilance and risk management is conducted
around the world. Recently, the EMA has published
significant changes to European Union’s PV guideline on risk
management plans (GVP Module V). These updates aim to
further clarify the activities on which a PV described in a risk
management plan should focus to ensure optimal health
promotion and protection based on a risk-proportionate
planning of activities that directs resources to areas where
the need for additional information and risk minimisation
is greatest.The main topics presented include the definition
and life cycle of safety concerns (important identified risk,
important potential risk, and missing information) as well
as removal of duplication within a RMP, and alignment with
other regulatory documents.
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