FOR PROTECTION AGAINST HEPATITIS A...

TRAVEL INSURANCE.
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Call your vaccine distributor today to order Havrix, or for additional information about
hepatitis A, Havrix or the SmithKline Beecham Safe Travel Kit, call 1-800-437-2344




NOW AVAILABLE

HELP ENSURE
MANY HAPPY RETURNS.

ONLY ONE HEPATITIS A VACCINE
HAS PROTECTED MILLIONS WORLDWIDE

Havrix

Hepatitis A Vaccine,
Inactivated

The world’s first vaccine for hepatitis A

Many patients who travel may be at risk
4 Each year, more than 26 million Americans travel to areas where hepatitis A risk is high'

The Centers For Disease Control and Prevention (CDC)
recommends hepatitis A immunization for travelers at risk?

Havrix has unsurpassed worldwide clinical experience
4 New pediatric dose (720 EL.U.) has same two-dose schedule as adult (1440 EL.U.)
4 Available in timesaving prefilled syringes or single-dose vials

4 The most common solicited adverse effects in clinical trials were injection-site
soreness (56% of adults and 21% of children) and headache (14% of adults and
less than 9% of children). As with all vaccines, expanded commercial use could
reveal rare adverse effects not observed in clinical trials®

Please see brief summary of prescribing information on adjacent page.
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Hepatitis A Vaccine, Inactivated
Havrix®

See compiete prescribing information in SmithKline Beecham
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INDICATIONS AND USAGE: Havrix is indicated for active i i
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(HAV).
CONTRAINDICATIONS: Havrix i us cmtramduted in people with known
hypersensitivity to any component of the vaccine.
WARNINGS: Do not give additional injections to patients
Wivity reactions after a Hawrix injection. (See com NDICA
Hepatitis A has a relatively long incubation period. Hopatms A vaccine may
notpmemhepamnsAmfectmn in those who have an unrecognized hep-
atitis A i at the time of Additionally, it may not prevent
infection in those who do not achieve protective antibody titers (although
the lowest titer needed to confer protection has not been determined).
PRECAUTIONS: As with any parenteral vaccine (1) keep epinephrine
available for use in case of anaphylaxis or erarhylacmld reaction; (2) delay
administration, if possible, in people with any febrile illness or active infec-
tion, except when the physican believes withholding vaccine entails the
risk; (3) take all known precautions to prevent adverse reactions
including reviewing patients’ history for hypersensitivity to this or similar
vaccines.
Administer with caution to people with thrombocytopenia or a bleeding dis-
order, or people taking anticoagulants. Do not inject into a blood vessel.
Use a separate, sterile needle or prefilled syringe for every patient. When
ing concomitantly with other vaccines or |G, use separate needles and
drfforem injection sites.

As with any vaccine, if administered to immunosuppressed persons or per-
SONS receiving i ive therapy, the expected immune response
may not be obtained.
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been evaluated for its carcinogenic potential, mutagenic potential or poten-
tial for impairment of fertility.

C: Animal reproduction studies have not been con-
ducted with Hawnx. It is also not known whether Hawrix can cause fetal
harm when administered to a pregnant woman or can affect reproduction
capacity. Give Havrix to a pregnant woman only if clearty needed. It is not
known whether Havrix is excreted in human milk. Because many drugs are
excreted in human milk, use caution when administering Havrix to a nurs-
ing woman.

Havrix is well tol d and highly i genic and effective in children.
Fully inform patients, parents or guardians of the benefits and risks of
immunization with Hawrix. For persons traveling to endemic or epidemic
areas, consult current COC advisories regarding specific locales. Travelers
should take all necessary precautions to avoid contact with, or ingestion of,
contaminated food or water. Duration of immunity following a complete
vaccination schedule has not been established.

ADVERSE REACTIONS: Havrix has been generally well tolerated. As with

all pharmaceuticals, however, it is possible that expanded commercial use

of the vaccine could reveal rare adverse events.

The most frequently reported by volunteers in clinical trials was mpectnorr

site soreness (56% of adults; 21%ofchnldron) headache (14% of adults;

msvm%of ). Other d and unsolicited events are listed
ow:

Incidence 1 0% of Injections: Induration, redness, swelling;
fatigue, fmt(>37 5°C) malaise; anorexia, nausea.

Incidence <1% of Injections: Hematoma; pruritus, rash, urticaria;
pharyngitis, other upper rosp'ratnty tract infections; abdominal pain, diar-
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Safety data were obtained from two additional sources in which large pop-
ulations were vaccinated. In an outbreak setting in which 4,930 individuals
were immunized with a single dose of either 720 EL.U. or 1440 EL.U. of
Havrix, the vaccine was well-tolerated and no serious adverse events due
tovawnntm reported. Overall, less than 10% of vaccinees reported
| adverse events following the vaccine. The most common
sohcttad adverse event was pain at the injection site, reported in
22.3% of subjects at 24 hours and ing to 2.4% by 72 hours.
In a field efficacy trial, 19,037 children received the 360 EL.U. dose of
Havrix. The most m?r?mmmmummmsm
mss%]m d 8.1%), ,““ .ﬁmg?:esofmvnx
adverse events were infrequent and comparable to the control vac
cine Engerix-B® (Hepatitis B Vaccine, Recombinant).

W Rare voluntary reports of adverse events in peo-
ple receiving since market | nmmdu:tm mcludo the Iolkmna Iwal
;wmllce hapatms erythema tmmfofmo hvporhvdfosns angloodem

ropathy, myelitis, pmsthcsw Guillain-Barré syndrome, multiple sclerosos
congenital abnormality.
The U.S. Dowmmofueamwummmmu-wm
Vaccine Adverse Events Reporting System (VAERS) to accept reports of sus-
adverse events after the administration of any vaccine, including,
not limited to, the reporting of events required by the National
Childhood Vaccine Injury Act of 1 . The toll-free number for VAERS forms
and information is 1-800-822-796
m 360 EI.U/05 mL NOC 58160-836-01 Package of 1
single-dose vial.
720 ELU./0.5 mL: NDC 58160-837-01 Package of 1 single-dose vial; NDC
68160-837-02 Package of 1 prefilled syringe.
1440 ELU./mL: NDC 58160-835-01 Package of 1 single-dose vial; NDC
68160-835-02 Package of 1 prefilled syringe.
Manufactured by SmithKline Beecham Biologicals
Rixensart, Beigium
Distributed by Smithiline Beecham Pharmaceuticals
Philadelphia, PA 19101
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