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Call your vaccine distributor today to order Havrix,or for additional information about
hepatitis A, Havrix or the SmithKline BeechamSafeTravel Kit, call 1-800-437-2344
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ONLY ONE HEPATITIS A VACCINE
HAS PROTECTED MILLIONS WORLDWIDE

Havrix
Hepatitis A Vaccine,

Inactivated

The world'sfirst vaccinefor hepatitis A

Many patients who travel may be at risk
A Eachyear,morethan26millionAmericanstraveltoareaswherehepatitisAriskishigh1

The Centers For DiseaseControl and Prevention (CDC)
recommends hepatitis A immunization for travelers at risk2

Havrixhasunsurpassedworldwideclinicalexperience
A New pediatricdose (720 EL.U.)hassametwo-dosescheduleasadult(1440ELU.)

A Available in timesaving prefilled syringes or single-dose vials

A Themostcommonsolicitedadverseeffectsinclinicaltrialswere injection-site
soreness(56%of adultsand21% of children)andheadache(14%of adultsand
lessthan9%of children).Aswithallvaccines,expandedcommercialusecould
revealrareadverseeffectsnotobservedinclinicaltrials3

Pleaseseebriefsummaryof prescribinginformationon adjacentpage.
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HepatitisA Vaccine,Inactivated
HavrixÂ®
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INDICATIONSANDUSAGEHavrixis indicatedforactiveimmunization
of @rsons2 yearsof ageagainstdiseasecausedbyhepatitisA virus
(HAy).
CONTRAINDICA11ONS:Hevrixis contraindicatedinpeoplewithknown
hypersensitritytoanycomponentof thevaccine.
WARNINGS:Donot giveadditionalinjectionsto patientsexperiencing
hxpersensitivityreactionsaftera Havrixinjection.(SeeCONTRAINDICA
TIONS.)
HepatitisAhasarelativelylongincubationperiod.HepatitisAvaccinemay
notpreventhepatitisAinfectioninthosewhohaveanunrecognizedhap
athisAinfectionat thetimeofvaccinatmn.Mditionafly,itmaynotprevent
infectioninthosewhodonotachieveprotectiveantibodytiters(although
thelowestthaineededtoconferprotectionhasnotbeendetermined).
PRECAUTIONS:As with any parenteralvaccine(1) keep eptnephrine
availableforuseincaseofanaphytaxisoranaphylactoidreaction;(2)delay
administration.if possible,inpeoplewithanyfebrileillnessoractiveinfec
tine,exceptwhenthephys@anbelievesw@hhaldingvaccineentailsthe
9reaternsk@)3)takeall knownprecautionsto preventadversereactions,
includingreviewingpatients'historyforhypersensitivityto thisorsimilar
vaccines.
AdministerwithcautiontopeoplewiththronibocytopeniaoraweedingdEs
order.orpeopletakinganticoagulants.Donotinjectintoa bloodvessel.
Useaseparate,sterileneedleorprefilledsyringeforeverypatient.When
givingconcomitantlywithothervaccinesor1G.useseparateneedlesand
differentinjectionsites.
As @thanyvaccine,if administeredtoimmunosuppressedpersonsorper
sonsreceivingimmunosuppressivetherapy.theexpectedimmuneresponse
maynotbeobtained.
CafciuogsuusiL Mut$15S$IL hU@SkmSMofFertility.Hawixhasnot
beenevaluatedforitscarcinogenicpotential,mutagenicpotentialorposes
tial forimpairmentof fertility.

Cats@aryC:Animalreproductionstudieshavenotbeencon
ductedw HSWSLIt is alsonotknownwhetherHawircancausefetal
harmwhenadministeredtoa pregnantwomanorcanaffectreproduction
capacityGiveHaw@xtoapregnantwomanonlyif clearlyneeded.It isnot
knownwhetherHavrixisexcretedinhumanmilk.Becausemanydrugsare
excretedinhumanmilk,usecautionwhenadministeringHawixtoanurs
ingwoman.
!lawixiswelltoleratedandhighlyimmunogenicandeffectiveinchildren.
Fuflyinformpatients.parentsor guardiansof thebenefitsandrisksof
immunizationwith Hawix.Forpersonstravelingto endemicor epidemic
areas,consultcurrentCDCadvisoriesregardingspecificlocales.Travelers
shotildtakeallnecessaryprecautionstoavovicontactwith.oringestionof.
contaminatedfood@ water.Durationof immunityfollowinga complete
vaccinationschedulehasnotbeenestablished.
ADVERSEREACTIONS:Idewixhasbeengenerallywelltolerated.Aswith
all pharmaceuticals,however,it ispossiblethatexpandedcommercialuse
ofthevaccinecouldrevealrareadverseevents.
Themostfrequentlyreportedbyvolunteersinclinicaltrialswasinjection
sitesoreness(56%ofadults;21%ofchildren);headache(14%ofadults;
lessthan9%ofchildren).Othersolicitedandunsolicitedeventsarelisted
below
Iscidsacs IS to 10% of Iaj.ctIoiec Induration.redness, swelling;
fatigue.fever)>37.5Â°C),malaise;anorexia.nausea.
Iscidsuc. <1% of Iaj.ctl.ss: Hematoma;pruritus.rash. urticaria;
pharyn9itis,otherupperrespiratorytractinfections;abdominalpain.dEar
thea,dysgeusia,vomiting;arthralgta,elevationofcreatinephosphokinase,
myalgia;lymphadenopathy;hypertonicepisode.insomnia,photophobia.
vertigo.
Add@ouaI@ data
Safetydatawereobtainedfromtwoadditionalsourcesinwhichlargepop
ulationswerevaccinated.Inanouthreaksettinginwhich4,930individuals
wereimmunizedwitha singledoseof either720ELU.or 1440ELU.of
Hewia;thevaccinewaswell-toleratedandnoseriousadverseeventsdue
tovaccinationwerereported.Overall,lessthan10%ofvaccineesreported
solicitedgeneraladverseeventsfollowingthevaccine.Themostcommon
solicitedlocaladverseeventwaspainat theinjectionsite.reportedin
22.3%ofsubjectsat24hoursanddecreasingto2.4%by72hours.
In a field efficacytrial. 19,037childrenreceivedthe 360 ELU. doseof
HawixThemostcommonlyreportedadverseeventswereinjection-site
pain(9.5%)andtendemess)8.1%).reportedfollowingfirstdosesofHawi@
Otheradverseeventswereinfrequentandcomparableto thecontrolvac
cineEngerix-8(HepetitisBVaccine,Recombinant).
Poatmadiatla, Riparla: Rarevoluntaryreportsofadverseeventsinpen
piereceivingHewixsincemarketintroductionincludethefollowing:local
zededema;anaphytaxis/anaphylactoidreactions,somnolence;syncope;
jaundice,hepatitis;erythemamultiforme.hyperhydrosis.angisedema;
dyspnea;@mphadenopathy;convulsions,encephalopathy,dizziness,neu
ropathy,myehtis,paresthesia.Guillain-Barrdsyndrome.multiplesclerosis;
congenitalabnormality.
TheU.S.Deportmentof HealthandHumanServiceshasestablishedthe
VaccineAdverseEventsReportingSystem(VAERS)toacceptreportsofsus
peÃ§tedadverseeventsaftertheadministrasionof anyvaccine,including.
but not limitedto. the reportingof eventsrequiredby the National
ChildhoodVaccineInjuryActof1986.Thetoll-freenumberforVAtRSforms
andinformationis 1@8OO822-7967.
HOWSUPPLIED:360ELUJO.5mLNDC58160-836-01Packageof 1
single-dosevial.
720ELU./O.5ml: NDC58160-837-01Packageof 1single-dosevial;NDC
58160-837-02Packageof 1prefilledsyringe.
1440ELU1mI:NDC58160-835'OlPackageof 1 single-dosevial;NDC
5816O-835@02Packageof 1prefilledsyringe.
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