
NewEU drug safety committee ends national reporting
of drug reactions
Rory Watson

Brussels

The beginning of July saw the biggest change in the regulation
of drugs for use in humans in the European Union since 1995,
as new pharmacovigilance legislation came into force
strengthening the system for monitoring the safety and
benefit-risk balance of drugs.
Adopted by EU national governments and the European
parliament in December 2010, the legislation created the new
Pharmacovigilance Risk Assessment Committee, which will
focus solely on assessment and communication of drug safety
problems. It comprises national officials, independent scientific
experts, and patients’ and healthcare professionals’
representatives and will meet for the first time on 19 July.
The legislation aims to reduce the incidence of adverse drug
reactions, which are estimated to cause 197 000 deaths a year
in the EU. It does so by building on the existing EudraVigilance
system for monitoring suspected side effects of drugs, both
during their development and after their use has been authorised.
In future all reports of adverse drug reactions will be submitted
only to EudraVigilance, whereas previously they went through
the individual national competent authority. The procedure will
be used for reporting medication errors that result in an adverse
reaction.
Periodic safety update reports will also be managed online and
sent directly to the London based EuropeanMedicines Agency.
These will no longer be needed for drugs with a low risk of
adverse reactions or for old or established products, unless
concerns arise. The legislation strengthens the right to request

post-authorisation safety and efficacy studies from the drug
industry.
The European Medicines Agency, along with national
authorities, will have a major role in implementing the new
procedures. Its executive director, Guido Rasi, said, “The new
pharmacovigilance legislation will help us to make the system
more robust for public health and more transparent. It gives
regulators a range of new or improved tools to ensure that
patients are not exposed to unnecessary risks when taking
medicines.”
The legislation increases the flow of information to patients and
their involvement in the process. It provides for the creation of
a website devoted to drug safety. This will include safety
announcements on drugs prescribed in the EU and will provide
details of the status of all drugs used in the EU, whether they
are authorised, suspended, or withdrawn.
Patients will be able to feed back by reporting online any
perceived problems with a drug. Public hearings will be
organised to discuss drugs or classes of drugs where particular
safety issues are at stake.
The new procedures introduce greater transparency into the
authorisation system. Agendas and minutes of meetings of the
Pharmacovigilance Risk Assessment Committee at which safety
concerns are discussed will now be made public.
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