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The HPRA greatly appreciates the contribution to the spontaneous reporting of suspected adverse reactions by busy 
healthcare professionals. Information collected through this system 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 
the tools used by the HPRA and other regulators in the ongoing safety evaluation of marketed medicines. 

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 on request.

Biological Traceability

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. 

Additional Monitoring

EU and national legislation also introduced the concept of additional monitoring, to support prompt identification of 
any new safety hazards associated with particular medicines. Healthcare professionals and patients are particularly 
encouraged and reminded to report all adverse reactions associated with the use of these medicines, identifiable by 
an inverted black triangle on the product information. An explanatory statement is included both in the Summary of 
Product Characteristics (SmPC) and Package Leaflet (PL) for these medicines, together with the symbol:

      ▼ This medicinal product is subject to additional monitoring
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