APPENDIX 25-1

Hepatitis B Vaccination Information 

and

Consent/Declination Forms

THE USGS offers free vaccination against hepatitis B virus for all employees who are at increased risk for blood borne pathogen exposures at work. Employees are at increased risk and should consider vaccination if they (1) have direct contact with human blood or other body tissues or (2) are at risk of trauma, needle sticks, cuts, or abrasions that may result in percutaneous exposure to materials infected with hepatitis B virus.

The Disease
Hepatitis B, formerly called serum hepatitis, is a disease caused by the hepatitis B virus (HBV). There is no specific treatment for hepatitis B infection other than supportive measures.  Most persons who become infected with hepatitis B recover completely and are immune to subsequent exposures. However, of all those who develop hepatitis B infection, about 0.1% die of fulminating hepatitis. The prognosis depends on age, dose, and severity of underlying disease. Five to 10% of cases become chronic lifetime carriers who are capable of transmitting the disease to others and are at risk of developing chronic active hepatitis B, cirrhosis (2%), or liver cancer (0.4%).

Risks of Hepatitis B Infection for Health Care Workers
Health care workers who have contact with blood, infected tissue or secretions, and regular exposure to trauma, needle sticks, cuts, and abrasions are most at risk for acquiring hepatitis B. In the United States, about 5% of the general population show evidence of past or present hepatitis B infection, while up to 30% or more health care workers in high risk areas show evidence of past hepatitis B infection.

The Vaccine
A genetically engineered hepatitis B vaccine was first licensed by the Food and Drug Administration (FDA) in July of 1986. Genetically engineered vaccine is the vaccine offered to U.S. Geological Survey (USGS) employees. The vaccine, referred to as recombinant HB vaccine (“Recombivax HB” or “Engerix‑B”) is very comparable, immunologically, to the earlier “Heptovax B” vaccine which was introduced in 1981. The difference between the two vaccines relates to their methods of derivation. Recombinant HB vaccine is genetically engineered from common baker's yeast into which a plasmid containing the gene for the hepatitis B surface antigen (HBsAg) and has been inserted. The first available plasma derived hepatitis B vaccine (“Heptovax B”) is derived from highly purified plasma of chronic HBV carriers and then inactivated so that it is not infectious. The plasma derived vaccine is no longer produced in the United States.

The full vaccination series for hepatitis B includes an initial vaccination followed by repeat doses 1 month and 6 months later. Over 95 percent of susceptible healthy adults (20-39 years of age) who receive the full vaccination series achieve high levels (titers) of hepatitis B surface antibody (anti‑HBs) and are considered to be immune from hepatitis B infection. The vaccine produces somewhat lower antibody responses in older adults than in younger adults.

The dose is 10Fg (1 ml) injected into the deltoid muscle. There is no evidence that the vaccine has ever caused hepatitis B. Administration of the vaccine to persons already positive has no effect, good or bad. Administration of hepatitis B hyperimmune globulin (HBIG) given prophylactically does not interfere with the development of antibodies to the vaccine. Persons already incubating hepatitis B prior to receiving the vaccine may go on to develop clinical hepatitis in spite of the immunization, although the vaccination may reduce the severity of the illness.

Vaccine Risks and Possible Side Effects
The incidence of side effects is very low, usually limited to soreness at the injection site and mild systemic symptoms (fever, headache, fatigue, and nausea).

There is no danger of acquiring any bloodborne disease from the hepatitis B vaccine itself. Early concerns about safety of plasma‑derived HB vaccine (no longer in use here), especially the concern that infectious agents such as human immunodeficiency virus (HIV) present in donor plasma pools might contaminate the final product, have proven to be unfounded.  The recombinant HB vaccine does not contain infectious materials.

Post vaccination antibody testing for immune response. It is currently recommended that titers of anti‑HB’s (hepatitis B antibody) be tested 1-2 months after the completion of the full vaccination series for hepatitis B. Those with a positive antibody titer* (i.e., a titer of $10 milli-international units per milliliter of blood) at that time are considered to be immune. It is not known how long this immunity will last, but the current thinking is that immunity will last for at least 5-7 years and may be lifelong. At this time, the CDC is not recommending any booster shots for these and it is hoped that this immunity will be permanent. Further data on the need for booster shots may be available in coming years.

Individuals who have a low antibody titer when tested (i.e., < 10 MIU/ml) 1-2 months after completion of the full vaccination series should receive further vaccinations and testing as noted. They should receive a fourth injection (at the same dose as the original injection) just after the negative test results are received and 1-2 months later should be tested again for anti-HB’s titers. If the titers are positive, the person should be considered immune. If the titers are still low, a fifth vaccination should be given at that time and anti-HB’s titers tested once more one to two months later. If these titers are positive, the individual is considered immune. If antibody titers remain low after five injections, it is presumed the individual will not be able to develop an immune response and no further injections are indicated. In these cases, the individual is considered a nonresponder to hepatitis B vaccinations and a physician should be consulted regarding the need for medical work restrictions.

Hepatitis B Vaccination:  Consent Form

I have read the information about hepatitis B and the hepatitis B vaccine. I have had the opportunity to ask questions and understand the benefits and risks of hepatitis B immunization. I agree to receive the three doses required for the optimum immune response. However, as with all medical treatment, I understand there is no guarantee that I will become immune or that I will not experience adverse side effects from the vaccine. Please print.

Name of person to receive HB vaccine





Signature of person receiving vaccine



Witness

Date







Date

Hepatitis B Vaccination Record

	
	DATE
	GIVEN BY
	LOT #

	Primary dose
	
	
	

	1 month after primary dose
	
	
	

	6 months after primary dose
	
	
	


Hepatitis B Vaccination:  Declination Form

I understand that, due to my occupational exposure to blood or other potentially infectious materials, I may be at risk of acquiring hepatitis B virus (HBV) infection. I have been given the opportunity to be vaccinated with hepatitis B vaccine, at no cost to me. However, I decline hepatitis B vaccination at this time. I understand that by declining this vaccine, I continue to be at risk of acquiring hepatitis B, a serious disease. If in the future I continue to have occupational exposure to blood or other potentially infectious materials and I want to be vaccinated with hepatitis B vaccine, I can receive the vaccination series at no cost to me.

Print Name





Signature

Address 











Date 
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