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SEASONAL INFLUBNZA VACCINATION FOR CHEDREN AGED UNDSR S YEARS
T June 2048

GENERAL PFRACTITIONERS, ARBORIGINAL MEDICAL SERVICES,
' FATDHATRICIANS & EMERGENCY DEPARTMENT

Please share thiz information with your colfeagues

Koy points

1. The Australian Government has provided advice regarding the vaccination of
healthy and medically al visk children aged under § vears with seasonal’
fnfluene vaccing. Pleass sse the attached Media Statement from the
Commonwaalth Chisf Madioal Gfficer,

GFs and ymunisation providers should continue o report any fehrile
convulsions and fevers greater than 40.5°C following immunisation to thelr
focal public haalth unig, -

$

s For further Information please refer 1o the NSW Health seasonal flu vaccination
weabsita: -
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Yours sincergly

Kim Stewart
AfDirectaor,
Healih Protection .
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Dhepay cimenit ¥ ﬁa aith and Ageing

CHIEF MEMCAL OFFICER

Yrofessor Jim Bishep AC
MD MMed MBBES FRACPE FRCPA
Comumonwealth Chief Medical Gificer

MEIMA STATEMENT

1 june 2000

SEASONAL FLU VACCINE REMAING SUSPENDED FOR
YOUNG CHILDREN WITHOUT RISK FACQTORS

After consideration of the results © date of a comprehensive investigation into the
safoty of the seasonal Su vaccine for young children, | have advised, that as a
precaution, the suspension of seasonal fiu vaccination should continue for healthy
chifdrer under five years of ags.

Since the first raporis of & higher than usual vcowrencs of fever with convulsions in
young children following seasonal lu vacoination in WA in Aptll, Invaesti gatians
rationally have confirmed that a small numiber of children aged under five across the
country have experienced fever with comnvdsions in ths 24 howrs afier vacoination
with the f,a(}i@ seasonal influsnza vaccin e These reactions have basn assoctated
mainty with Fluvax, manufactured by C8

The investigation conducted by the Therapeaufic Goods Administration (TGA), in
association with the Australian Technical Advisory Group on nmutnisation (ATAGH
and the National Centre for immunisation Research and Surveillance has identified
no apparent clinical, bislogical or epidemiological factors that would explain the
higher than expected observed rates of fever with convulsions, Laboratory festing of
the vaccine by the TGA and an audit of the CSL manufacturing plant have also
revealed no abnormalities (o explain thss avent. However this investigation {s

continuing.

Nevertheless, to dats, epidemiological analyses poird to a rate of febrile convulsinns
in children aged under five years foliowing 2010 seasonat influenza vaceination of
about 8 per 1000 children vaccinated, while the expectad rate would be less than §
per 1000,

YWhile { am reconimending that healthy children aged under five yvears not be
vacoated with ssazonal flu vaccine this year, where a child aged under five has
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madical nsk factors that wsu%d cause serous health effects for the chitd i they got
the flu, parenis should discuss with thelr doctor whether, on clinical evaluation of the
siska and beneiits, a seasonal flu vaccination would be the bast option,

Doctors should note that, white a higher rate of febrila convulsions has beern
identiiied using Fluvax, insufficient doses of this season's Influvac and Vaxigrip
vaccines have baen used in children in this age group to accurately determine the
rates for these vaccines. In addition, as the cause of the incresae in febriis
sonvilsions ts nat yvet known, caution should be exercised.

in addition, the aliernative for both healthy children and those with risk factors is the
swing fiu vaceine, Panvax, which has been showr o be safe and effective in young
children and is fresly available

influenza iteelfl offen causes fever iy young children which can lead to convulsions
ard fiu vaccing can also produce these side effects but there i3 a clear signal that
the rate of fever with convidsions is higher with this vear's vacoine across abt
jurisdictions,

The ;mreatu\at;mz found that, while there are some cases of faver with convidsions
associated with the swine flu vaceine, thess were in #ne with the sxpected rate of

side sffects for a flu vaccine based on the swine i vaccine dlinical tials and
axperience with »aasonai fiu vacoines in previous years, both in Australia and

intermationatly.

The TGA will continue o work with overseas Regulators and the U:; COC in Allanta
{0 asceriain the sclientific reasan for i‘m pﬁemrrwmm

More information is available on the mmunise Australia Holline at 1800 671 811,

Media contact: Kay McNiscs, 0412 138 588
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IWVESTIGATION INTO FEBRILE CONVULSIONS IN YOUNG CHILDREN AFTER
SEASONAL INFLUENIS VACCINATION

INTERIM FINDINGS AND RECOMMENDATIONS 1 June 2010
On 23 Aprii 2010, the use of seasonal nfluenza vaccine in children aged 5 years and under was

femaporanily saspen ded in Aunstralia, pending an investigation ini¢ the causes of an apparent increase in
febrile comwilsions after seasoual influensa vacoination in Western Ausiralia {WA)

Feer

The investigation is belng underizken by the Therapeutic Goods Admindstration {TGA} and the
Australian Technical Advisory Group on Immunisation (ATAGEH in collaberation with the National
Centre for Immunisation Reseaxch and Surveiflavce (NCIRS) and state and Lemtm} health authorities.
This Fact Shest provides interim results from the investigation, which is ongoing.

The investigation has ‘xkadcd extensive laboratory testing of the seasonal influenvs vaccine, revie
of the clinical case notes of all the cases of febrile comvilsions reported from WA, review of adverse
vents i“oiinwing seasonal and pandewic mfluenza vaccines reported frow 2l states and terrifories,
review of clinical irial data, Haison with m're:m?-tio‘mi regulators, consuitation with expert advisars and
an epidemological analysis of the adverse even

The investigation bas confirmed a bigher rate of fever and febrile convuisions in children under the
age of § years following 2010 seasonal nfluenza vaceine than in previous vears. The nember of cases
is higher In WA a3 more chifdren have beow vaceinated in that state than elsewhere, but theve is a
sinilar morease in the rate of febrile convulsions across i jurisdictions.

Convulsions occur following fever due to any cause (Imost commonly an infection) in 2 fo 3 in every
100 children by the age of § vears. From previons studies, the axpected rate of convalsions associated
with fever within 34 hours of seasonal (sfleenza vaccine in children under 3 years of age is less than
one per 1,000 doses.

Almost all the febrile eonvulsions related to the 2010 seasonal influcnza vaccine kave occurred

L
ran

following Fluvax™ or Fluovax™ hnior. The raie of f shitie canyiisions with these vaceines is osthuated
{0 be up to ¢ in LO00 doses. The rate for Panvax” s within expecied limits at less then } in 1600
doses. The rate for lufinvac® appears similar to Panvax™, but is Jess certain as the nomber of doses of
Influvac™ used in this age group bas been relafively low. There has been insuiFiciers use ot X’ax:oup"
i young children this season in Australis, to detormine a rate for that vaccine. To assist in the
assessment of these two vacelnes, the TOA s seekiug information from othier Sodthero Hemisphere

countries which have used them this vear

Ne tiolopical, clhnical or epidemioiogical factors have been identified to explain these higher than
expected rates of febrile convulsions. Vaccine testing has shown no abnormalities. Furthier vaccine
testing i3 planned and will occur in collaboraiton mh the US Centers for Disease Control and
Frevention in Atianta,

The TGA considers that, overall, the balance of bepefils and visks of Fluvax®™ and Fluvay®™ hanior
continues to be positive bul has u,qun ed a new warnimg {0 be inserted v the product information for
these vaceines to alert chinicians to the incressed rate of high fever and febeile convalsions with their
use i children under 5 years of sge.

The Chief Medical Gfficer has advised that the suspension of the ise of all 2610 seasonal influenza
vaceines should contioue for routine ‘\'l(»di’"\{l()ﬁ of ctherwise healthy in children under § years of age
unti} further notice. Vaccination with Panvax™ against pandemic HINI influenza, which is a anticipated
to be the predominant strain of influenza this winter, is z reascnable alternative in this ¢ agEe group.
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Children aged under 3 vears with ﬂdasimmrw medical conditions are between 2 fo 6 Hmes more
likely to be hospitahised following an nfluenza infection conmpat o with healthy children, Wher

chilid bas medical risk factors, vaccination with Panvax” may be given, For broader protec mn,
vaceination with or one of the 2010 seasonal vacsines, with a preference for Influvac™ or Vaxigip®
‘v}mx available), may be considered,  Immauaisation prov iders should use colinteal judgement o

valnate the visks and Berefits for the individual child and agree the best clinical management with the

pa;\.-alf,s. Despite the documented inorease, febwile convalsions after influenza vaccination conilnue to
be uncommon events, but parents should be made aware of the possibility and the child should be

mopitors d for fever. Paracetamoe! and physical methods can be used to raduce fever.

Seasonal influenza vaccine for those aged 5 vears and OVEE Can Coml inue to be recommended as safe
nd effective, sspactally those in bigh visk popuiations’ such as those with undeiving medical
conditions, Indigenous populations, those aged 63 years and over and pregoas women.
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