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Name:

Hepatitis A Vaccine Inactivated and Hepatitis B Vaccine Recombinant Combination

Synonym:
TwinRix(, GlaxoSmithKline

Use:

Appropriate Indication:  For the active immunization of persons 18 years of age or older against disease caused by hepatitis A virus (HAV) and infection by all known subtypes of hepatitis B virus (HBV).  These include: 

1) Chronic liver disease patients including alcoholic cirrhosis, chronic hepatitis C, autoimmune hepatitis, and primary biliary cirrhosis; 

2) Sexually active homosexual and bisexual men, injecting drug users, and persons with clotting factor disorders who are administered clotting-factor concentrates.  

3) Travelers to intermediate or high endemicity areas for both HAV and HBV such as Africa, South and Southeast Asia (except Japan), the Caribbean, South America, Central America, the former Soviet Union, the Middle East and eastern and southern Europe:

(a)  short-term travelers who are likely to have contact with blood (e.g., in a medical setting) or sexual contact with residents of areas with high or intermediate levels of endemic disease.  

(b) The HBV vaccine is also considered for persons who plan to spend more than 6 months in areas with high rates of HBV infection and who will have close contact with the local population.

Inappropriate Use:   

1) Persons who do not fit in the above criteria

2) Hypersensitivity to any component of the combination and/or monovalent vaccines, including yeast and neomycin.

Formulary Restrictions:

Restricted to drug use criteria

Drug Therapy Selection:

Efficacy:

1) In controlled trials, Twinrix provides similar immunogenicity to Havrix and Engerix-B in anti-HAV seropositive rates and anti-HBs seroprotection rates at the end of the vaccination series

2) Twinrix may provide a more rapid onset of anti-HAV and anti-HBs response when switching over from monovalent vaccines to the combined vaccine

3) Twinrix provides immunity over a long period of time, similar to the monovalent vaccines.  As has been done for other vaccines, surveillance data and population-based studies are being conducted to monitor the long-term protective efficacy of hepatitis A vaccine and to determine the possible need for a booster dose.

Safety:  

1) In controlled clinical trials, Twinrix is as well tolerated as the monovalent hepatitis A and hepatitis B vaccines

2) The most commonly reported adverse effects with the combination vaccine have been soreness at injection site, headache, and fatigue.  These symptoms do not appear to increase in frequency or severity with subsequent doses of the vaccine.   The adverse effects were mild and self-limiting and did not last more than 48 hours.  Minor adverse events reported during these trials were nausea, diarrhea, fever and vomiting.  The adverse events observed during other clinical trials are similar and a comprehensive list can be found in the package insert.

Contraindications:
1) Twinrix is contraindicated in patients with hypersensitivity to any component of the vaccine or having shown signs of hypersensitivity after previous administration of Twinrix or monovalent hepatitis A or hepatitis B vaccine.

Warnings and Precautions:

1) As with other vaccines, if administered to immunosuppressed patients, the expected immune response may not be obtained.  

2) If a patient presents with a moderate or severe acute illness, it is sufficient to postpone the vaccination.   Minor illnesses such as mild upper respiratory tract infections with or without low grade fevers are not contraindications to vaccine administration.

3) Use with caution in patients on anticoagulants, those with thrombocytopenia or a bleeding disorder since bleeding may occur following intramuscular administration.

4) The needleless prefilled syringes contain latex; the vials have stoppers that are latex-free.  Therefore, the vials should be used for patients with documented latex allergy.

Cost Comparison:

	VACCINE
	DOSAGE
	SCHEDULE
	VAMC Cost Per Dose
	VAMC Cost Per Series

	Twinrix( (Hepatitis A/B)
	720EU/20mcg (1.0ml)
	0, 1, & 6 months
	$29.97
	$89.92

	Havrix(
(Hepatitis A)
	1440 EU (1.0ml)
	0 & 6-12 months
	$16.09
	$32.18

	Engerix-B(
(Hepatitis B)
	20 mcg (1.0ml)
	0, 1, & 6 months
	$22.64
	$67.91


Duplicative Therapy:
Individual monovalent vaccines of hepatitis A and hepatitis B: Havrix(, Engerix-B(
Dosing:
· The recommended dosing regimen of the hepatitis A/B vaccine is one intramuscular injection given in the deltoid region.  

· The injection should not be injected intravenously or intradermally nor administered in the gluteal region which may result in a suboptimal response.  

· Primary immunization for adults consists of a series of three doses, given at 0-, 1-, and 6- months.

Drug Interactions:

Drug interaction studies have not been conducted with Twinrix.
Recommended Monitoring:
None indicated at the present time.

Outcomes Measures:

Therapeutic:
1) Immunity to the hepatitis A and hepatitis B virus by achieving protective antibody titers.

Safety/Adverse Effect:
1) Incidence of adverse effects including soreness at injection site, headache, fatigue, nausea, diarrhea, fever and vomiting.
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