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Subject:  Insufficient monitoring of side effects from medicinal products in the EU

In the EU, the monitoring of side effects of all medicinal products, including vaccines, is
subject to statutory pharmacovigilance. The aim of this system is to detect adverse reactions at
an early stage and to take measures to protect the population. Cases of suspected adverse
reactions are first recorded at national level and then sent to the European database
EudraVigilance, which publishes the data with a view to identifying and assessing side
effects.

This system is facing increasing criticism, especially in relation to the experience of the
COVID-19 vaccination campaign. This criticism includes a lack of transparency, excessive
strain due to high volumes of data and, in particular, insufficient coverage of reported adverse
reactions and sometimes late or missing responses to potential safety risks.

1. How will the EU’s EudraVigilance system be improved going forward, in order to
ensure that adverse drug effects are recorded and evaluated in a more effective,
transparent and timely manner?

2. Why was a temporary restriction imposed on the use of the IXCHIQ vaccine in adults
aged 62 to 89, even though as of 2 May 2025 there had only been reports of 17 serious
adverse events following its administration worldwide?

3. Why can BioNTech/Pfizer’s COVID-19 vaccine continue to be freely administered to
all population groups, even though around 2.5 million predominantly serious side
effects and around 30 000 deaths have been recorded in the EMA database?
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