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ADVERSE REACTION REPORTING TO THE IMB FOR 2009

The IMB places great emphasis on encouraging and
promoting reports from a range of stakeholders in relation
to suspected adverse reactions to medicines.  These reports
are important to signal potential safety issues from
medicines in use and ultimately assist the IMB in
monitoring the safety of medicines on the Irish market. 

During 2009, the IMB received a total of 3,276 suspected
adverse reaction reports occurring in Ireland from
healthcare professionals and pharmaceutical companies.
This unprecedented number included 900 reports
associated with use of the pandemic A (H1N1) vaccines, as
part of an enhanced surveillance system introduced to
monitor experience with their use, at both national and EU
level. The reports provided were particularly helpful in
confirming the expected safety profiles of these new
vaccines and the active participation of healthcare
professionals and the public in notifying their experience
was extremely useful to the monitoring process. 

The IMB greatly appreciates the contribution of busy
healthcare professionals in reporting suspected adverse
reactions, facilitating the continued surveillance of the
safety of medicines. While the time-consuming nature of
form-filling and the provision of follow-up information to
the IMB is recognised, the collection and evaluation of
comprehensive reports is essential to ensure that
appropriately detailed case information is available for the
continuous surveillance of the safety of  medicines.  Such
reports are essential for the IMB to ensure that regulatory
action/proposals take account of all available data. 

The on-line reporting system, available to healthcare
professionals and patients/consumers was increasingly
used during 2009, with 600 reports submitted by year end
via this method. Access to the on-line reporting system is
available through the IMB website at www.imb.ie.   

A primary objective of the IMB pharmacovigilance system is
to provide information on new and emerging safety issues
related to medicines in a timely fashion, aided by its
website, which includes e-mail alerting facilities. Users of
the IMB website have the option of registering their contact
information with the IMB to enable them to receive direct
and immediate notification of safety and regulatory

alerts/updates by email or text message. To facilitate
prompt access to these updates, users are encouraged to
avail of this option by registering at www.imb.ie.

The IMB continued to encourage adverse reaction reporting
and provided regular reminders about reporting in the Drug
Safety Newsletter and its regular publications in MIMS
Ireland and the Irish Medicines Formulary (IMF). A number
of presentations on pharmacovigilance and adverse
reaction reporting were made to healthcare professionals
as part of under/post-graduate training, as well 
as continuing education programmes. While
pharmacovigilance uses many sources of data, the need for
detailed and comprehensive spontaneous reports remains
pivotal for signal detection. The IMB is committed to using
these data to promote the safe use of medicines, manage
risk judiciously and to communicate safety information in a
timely manner. 

Breakdown of Reports by Source

Marketing Authorisation Holders 1495        
General Practitioners 452        
Community Nurses 328
Community Care Doctors 281
Hospital Doctors 155
Hospital Nurses 150
Hospital Pharmacists 134
Patient/Consumers 108
Community Pharmacists 81
Clinical Trials 52
Health Care Professionals (other) 40
Total 3,276

Individual case reports were followed up by the IMB, with
feedback information provided to reporters, as appropriate.
Relevant, anonymised reports (i.e. serious, suspected cases)
notified directly to the IMB by healthcare professionals
were forwarded to the appropriate marketing authorisation
holders (MAHs) and the European Medicines Agency (EMA)
within the agreed timeframes and formats.  The IMB also
continued to provide details of reports received to the WHO
for inclusion on its international database.
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