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SEASONAL INFLUENZA VACCINATION FOR CHRILDREN AGED UNDER 5 YEARS

1 June 2048

GENERAL PRACTITIONERS, ABORIGINAL MEDICAL SERVICES,
PAEDIATRICIANS & EMERGENCY DEPARTMENT

Flease share this information with your colffeagues

Key points

The Australian Government has provided advice regarding the vaceination of
healthy and medically al risk children aged under 5 years with seasonal
influenza vascine. Please ses the attached Media Statement from the

Commonwealth Chief Medical Officer.

GPs and mmunisation providers should continue to report any febrile
convulsions and fevers greater than 46.5°C f@i%@wmg smmamﬁatmn o their
Eacai puhisc health unit,

s For further information please rafer o the NSW Health seasonal flu vaccination
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Yours sincerely

Kim Stewart
A Director,

Haaglth Protaction
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E}eg}s.,é‘imem of Bealth and Ageing

CHIEF MEDMCAL OFFICER

Professor Jim Bishop AG
MD MMed MBBS FRACP FRCPA
Commonwealth Chief Medical Officer

MEDIA STATEMENT

1 june 2010

SEASONAL FLU VACCINE REMAINS SUSPENDED FOR
YOUNG CHILDREN WITHOUT RISK FACTORS

After consideration of the results to date of a comprehensive investigation into the
safety of the seasonal flu vaccine for young children, | have advised, that as a
orecaution, the suspension of seasonal fiu vaccination should continue for healthy
chitdrert under five vears of age.

Since the first raports of a higher than usual occurrencs of fever with convulsions in
young children foliowing seasanal flu vaccination in WA in Apil, investigations

nationally have confirmed that a smail number of children aged under five across the
country have experienced fever with convudsions in the 24 howrs after vaccination
with the 2010 seasonal influenza vaccing. These reactions have been associated
mainty with Fluvax, manufactured by CSL. '

The investigation conducted by the Therapeutic Goods Administration (TGA), in
association with the Australian Technical Advisory Group on Immunisation (ATAGH
and the National Centre for Immunisation Research and Surveiliance has identified
no apparent clinical, biotogical or epidemiological factors that would explain the
higher than expected observed rates of fever with convulsions, Laboratory testing of
the vaccine by the TGA and an audit of the CSL manufacturing plant have also
revealed no abnormalities to explain this event. However this investigation is
continuing. o

Neverthaless, to date, epidemiclogical analyses point to a rate of febrile convulsions
in children aged under five years foliowing 2010 seasonat influenza vaccination of
about § per 1000 children vaccinated, while the expected rate would be less than 1
per 1000,

While | am recommending that healthy children aged under five vears not be
vaccinated with seasonal flu vaccine this vear, where a child aged under five has
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maddical risk factors thal would cause serfous heahth effects for the child if they got
the flu, parents should discuss with thelr doctor whether, on dlinical evaluation of the
risks and benefiis, a seasonal flu vaccination would be the bast option,

Doctors should note that, while g higher rate of fabrile convuisions has been
identified using Fluvax, insuffidient doses of this seasor’s Influvac and Vaxigrip
vaccines have been used in children in this age group © accurately determine the
rates for these vaccines. In addition, as the cause of the increase In febrile
comvulsions is not vel known, caution should be exercised.

in addition, the allemative for both healthy children and those with risk factors is the
swine fiu vaccine, Panvax, which has been shown to be safe and effective in young
children and is fresly available.

infiuenza itself often causes fever in young children which can lead to convulsions
and flu vaccine can also produce these side affects but there is a clear signal that
the rate of fever with convulsions i higher with this yvear's vacoine across all
jutisdictions,

The investigation found that, while there are some cases of fever with convidsions
associaled with the swine flu vaccine, these wers in line with the sxpected rate of
side effacts for a flu vaccine based on the swine flu vaccine dinical tials and
axperience with seasonal flu vacoines in previcus years, both in Australia and
internationadly.

The TGA will continue © work with overseas Regulators and the U:} CL’) in Atlanta
o asceriain the sclentific reasan for ihl% phenomanon.

More information is available on the hmmunise Australia Hotline at 1800 671 811,

Media contact: Kay McNiesce, 0442 132 585
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INVESTIGATION INTO FEBRILE CONVULSIONS IN YOUNG CHILDREN AFTER
' SEASONAL ENFLUENE&VAC{?EN&TEGN

INTERIM FINDINGS AND RECOMMENDATIONS 1 June 2018

On 23 April 2019, the use of seasonal influcnza vaccine in children ucd years and under was
mmpsu xily suspended in Australia, pending an investigation info the causes of an apparent increase in
ebrile convilisions after scasonal jofluenza vaccination in Western Australia {WA).

The investigation is being underiaken by the Therapeutic Goods Administration. (TGA) and the
Austr ahan Technical Advisory Group on Immunisation {ATAGH in collaboration with the National
{Centre for Immunisation Reseaxch and Surveillance (NCIRS) and siate and territory health authorities.
This Fact Sheef provides interim resulis from the investigation, which is ongoing,

The mvestigaticn has inclided exiensive laboratory festing of the seasenal influenzs vaccine, review
of the clinical case notes of all the cases of {ohrile comvilsions reporied from WA, review of adverse

vents following seasonal and pandemic mfluenza vaceines reported from all states and terrifories,
review of clinical trial data, Haison with international regnlators, consultation with expert advisers aud
an epidemiological analysis of the adverse evenis

The investigation has confirmed a higher rate of fever and febrile convulsions in children under the
fod o

age of § years following 2010 seazonal influenza vaccine than in piﬁ‘s’iuﬂ& vears. The number of cases
1s hipher in WA as more children bave been v%una‘ed in that state thaa elsewhere, but there is a
simnilar ncrease in ‘he rate of febrile \,OEVUIM(‘IEQ across ail jursdictions.

Convulsions eccur T 01’0\1«'1;10 fever due to any canse {most commonly an infection} 1n 2 to 3 in every
100 children by the age of 3 years. From previous studies, the expected rafe of convulsions associated
with fever within 24 hours of seasonal influenza vaccing in children under 3 y(i(‘iz& of age is less than
ome per 1,000 doses.

Atmost all the febs‘ ¢ convalsions related to the 2010 scasonal influcnza vaccine kave occurred
following Fhevas® or Fluvax™ Innior, The rate of febrile convilsions with these vaccines is estimated
to be up to @ in 1,000 doses. The rate for Panvax” 1s within cxpected Himits at Jess than 1 in 1000
doses. The rate for Influvac” appears similar to Panvax”, but is less certain as the number of doses of
Influvac” used in this age group has beex relatively low. There has been insufficient use of Vaxigrip™
in young children this season in Australia, to determine a rate for thar vaccine. To assist in the
assessment of these two vaceines, the TGA is seeking information from other Scithern Hemisphere
couniries which have used them this vear.

No birological, chnical or epidemiological faciors have been identified i explain these higher than
expected rates of febrile conv ulsmnb, Vaccine testing has shown no abnormalities. Furiher vaccing
testing is planned and will occur @ collaboration with the US Centers for Disease Comtrol and
Prevention in Atlanta, ‘

The TGA considers that, overall, the balance of benefils and risks of Fluvax® and Fluvax™ Junior
continues t be posiive bui has required a new warning to be inserted is the product information for
these vaccines te alert chinivians to the increased rate of high fever and febrile convalsions with their
use it chuldren under § vears of age.

The Chief Medical Officer has advised that the suspension of the nse of all 2610 seasona! influcnza
vaceines should continue fur rowting vaccination of otherwise healthy in children under § years of age
until further notice. Vaccination with Panvax”™ against pandersic HIN1 influenza, which is anticipated
to be the predominant strain of influenza this mntei, is a reasonable alternative in ilds age group.
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Children aged under 5 years with predisposing medical conditions are between 2 10 6 times more
likely to be hospiralised following an influenza infection compared with healthy children. Where 2
child bas medical risk factors, vaccination with Panvax® may be given. For bmadcr p utectmn
vaceination with or one of the 2010 seasonal vaccines, with a preference for Influvac™ or Vaxigrip”
‘Vhrrb available}, may be eonsidered.  Immunisation providers should use clindoal \udvem ent o
valuate the visks and benefits for the individual child and agree the best clinical managerent with the
pas‘em:s. Diespite the documented inerease, febrile convalsions after influcnza vaccination continne to
be uncommon events, but parents shoul d be made aware of the possibility and the child should be
miesitered for fever. Paracetamol and physical methods can be used to reduce fover,
Seasonal influenza vaccine for thuse aged 5 vears and over can comtinue to be reconunended as safe
and effective, especially those in high risk popu‘iatior“i such as those with underiving medical
conditions, Indigenous population a, those aged 65 years and over and pregoand women.

" See pages 190 o 192 in the dustrwlicn Immunisation Handbook " Edision, sceessible via the Tmymaise
Ausirala website at hgg/www immy Hingey




