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Question:
What are the latest findings of the ongoing TGA investigation into the cause of the Fluvax
febrile convulsions in children in 20107
Answer:
To date, a conclusive and definitive root cause has not been established to explain the higher
than expected rates of fevers and febrile convulsions ebserved in children under five years
who received Fluvax in 2010.
The combination of the particular influenza vaccine viruses contained in the 2010 vaccine and
the specific methodology used by Commonwealth Serum Laboratories to manufacture Fluvax
broadly appears to explain the difference in the frequency of these adverse events between
Fluvax and other brands of influenza vaccine, where there was not a higher rate of fevers and
febrile convulsions observed in children under five years of age.
Extensive investigations have sought to identify the specific factors within the manufacturing
process and the biology of the influenza virus that may have contributed to this increased rate
of adverse events. While preliminary scientific findings point to some possible causes, the
data is still not sufficiently robust to be conclusive. These investigations are on-going and,
meanwhile, Fluvax is not licensed for use in children aged under five years and is only

recommended for at-risk children aged between five and nine years if no other licensed
influenza vaccine is available.



