
  
INFORMED CONSENT FOR HEPATITIS B VACCINE 

The Disease 
 
Hepatitis B is an infection of the liver caused by the hepatitis B virus (HBV). This disease comes in two 
forms--l) a sub clinical form where the patient does not have symptoms but is still infectious; and, 2) an 
acute form where the patient is symptomatically ill for weeks to months, and where death occurs in 1-2% 
of cases. Long term complications result after either form of the disease in 5-10% of affected individuals, 
including: l)chronic active hepatitis (liver enzymes remain elevated indicating that inflammation is 
continuing in the liver); 2) cirrhosis (scar tissue forms in the liver limiting the liver's ability to function); 
and, 3) in up to 10%, a long-term carrier state (virus remains in the blood and the individual remains 
capable of infecting others with hepatitis B). Furthermore, it is now felt that people who develop hepatitis 
B and continue to have hepatitis B surface antigen in their blood have a small but clearly greater risk of 
developing liver cancer later in life. 
 
Hepatitis B is a major occupational risk for workers who are exposed to human blood and body fluids. 
This exposure results in certain high-risk workers, having two to three times as many cases of hepatitis B 
as the general population. Immunization against HBV can prevent acute hepatitis and reduce serious long-
term virus associated complications such as chronic active hepatitis, cirrhosis, and liver cancer. 
 
Recombinant DNA Hepatitis B Vaccine 
 
Recombinant hepatitis B vaccine is a non-infectious viral vaccine. It is derived from antigen produced in 
yeast cells and is free of human tissue or blood products. 
 
Clinical studies have established that the recombinant hepatitis B vaccines when injected into the deltoid 
muscle induced levels of protective immunity in greater than 90% of healthy recipients who received the 
recommended 3 dose regimen. 
 
The duration of the protective effect of the vaccine is unknown but felt to be at least 7 years for 

healthy adults. Possible Side Effects of the Vaccine 

 
Recombinant hepatitis B vaccine is generally well tolerated. No serious adverse reactions or serious 
hypersensitivity reactions have been reported during clinical trials. The most common side effect is 
soreness at the injection site. Other infrequent side effects include fatigue, headache, malaise, low grade 
fever, nausea, and diarrhea. 
 
Contraindications 
 
Hypersensitivity to any component of the vaccine. 
 
Hepatitis B vaccine will not be given to pregnant or possibly pregnant women without their physician's 
written consent. 
 
Employees who are at risk of acquiring hepatitis B infection as a result of occupational exposure and are 
not protected via the vaccine will be ofered Hepatitis B Immune Globulin (HBIG) to prevent infection. 
 
If you have any questions about hepatitis or hepatitis B vaccine, please ask your physician 


