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The HPRA continues to place great emphasis on encouraging and promoting the submission of adverse reaction reports 
associated with the use of medicines from its stakeholders. Information collected through spontaneous adverse reaction 
reporting systems is an important method of monitoring medicines safety in normal clinical practice, by increasing 
knowledge about known adverse reactions and also by acting as an early warning system for the identification of previously 
unrecognised adverse reactions. Such information is one of a number of tools used by the HPRA and other regulators in 
the ongoing safety evaluation of marketed medicines. These activities contribute to the identification of medicines where a 
change in their authorisation status is required, such as the addition of warnings and precautions for use, restriction in usage 
or, rarely, withdrawal from the marketplace.

During 2018, the HPRA received a total of 10,398 new adverse reaction reports occurring in Ireland associated with the use 
of human medicines. This represents a 138% increase in overall reporting rates compared with 2017. The legal obligation 
for Marketing Authorisation Holders (MAHs) to report all serious adverse reaction reports of which they become aware was 
extended in November 2017, to include non-serious reports. This change to reporting requirements largely accounts for the 
increase in the volume of reports received.

The online reporting system accounted for 48.5% of reports submitted directly by healthcare professionals and patients/
consumers. The increasing use of this reporting option is greatly welcomed by the HPRA. 

Medicines subject to additional monitoring accounted for 24% of the reports submitted during 2018. Such medicines are 
identifiable by a black inverted triangle which is included on the accompanying package leaflet (PL) and the summary of 
product characteristics (SmPC). Healthcare professionals are particularly encouraged and reminded to report all adverse 
reactions associated with the use of these medicines and the HPRA would like to acknowledge the submission of reports 
for these medicines.

EU and national legislation requires clear identification of any biological medicine, which is the subject of a suspected 
adverse reaction report, indicating that the brand name and batch number of the particular medicinal product should be 
specified on relevant reports submitted. 

There are several options in place for reporting suspected adverse reactions to the HPRA, as follows:
•	 By following the links (‘Report an Issue’ tab) to the online reporting options accessible from the HPRA website homepage 

(www.hpra.ie);
•	 Using the downloadable report form also accessible from the HPRA website, which may be completed manually and 

submitted to the HPRA via ‘freepost’;
•	 Using the traditional ‘Yellow Card’ report, which also utilises a freepost system. ‘Yellow Cards’ are available from the 

HPRA Pharmacovigilance department upon request.
•	 By telephone to the HPRA Pharmacovigilance section (01 676 4971). 
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