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Update on seasonal influenza vaccines produced by
Novartis Vaccines
European Medicines Agency supports Members States in coordinating action

A number of European Union (EU) Member States have halted the use, as a precautionary measure, of
some anti-influenza vaccines manufactured by Novartis Vaccines, because of a suspected quality
defect.

The Italian Medicines Agency (AIFA) was first informed of the suspected quality defect by the
manufacturer (Novartis Vaccines) located in Italy. The Italian authorities took prompt precautionary
action and AIFA alerted all other Member States, the European Commission and the European
Medicines Agency using the established mechanisms.

These regulatory actions are precautionary, since so far there is no indication that this suspected
quality defect has any impact on the safety or efficacy of the vaccines in question.

The European Medicines Agency has no formal legal role in this case, as the products are nationally
authorised, but is taking a supporting role by bringing expertise from the network together to assist
AIFA and the authorities in the other Member States.

AIFA is taking the lead on behalf of the EU in investigating the suspected quality defect in order to
determine whether it affects the safety and efficacy of these vaccines, and whether the affected
batches should be permanently removed from the market. The suspected defect involves the
aggregation of proteins that are a normal part of the vaccines.

All Member States will evaluate the impact of the potential unavailability of the batches in question on
their seasonal influenza vaccination programmes, which are an important public-health activity at this
time of year.

The Agency and the Member States continue to monitor the situation.
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1. This press release, together with all related documents, is available on the Agency's website at:
http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2012/10/news_det
ail_001643.jsp&mid=WC0b01ac058004d5c1

2. More information on the work of the European Medicines Agency can be found on its website:
WWW.ema.europa.eu
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