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Hepatitis B Vaccine in Immunocompetent 

• Composition Recombinant HBsAg 

• Efficacy  95% (Range, 80%-100%) 

• Duration of 
Immunity  20 years or more 

• Schedule  3 Doses 

• Booster doses not routinely recommended  



Hepatitis B Vaccine Formulations 

• Recombivax HB (Merck) 
 - 5 mcg/0.5 mL (pediatric) 
 - 10 mcg/1 mL (adult) 
 - 40 mcg/1 mL (dialysis) 
 

• Engerix-B (GSK) 
 - 10 mcg/0.5 mL (pediatric) 
 - 20 mcg/1 mL (adult) 



Twinrix 

• Combination hepatitis A vaccine 
(pediatric dose) and hepatitis B (adult 
dose)  

• Schedules  

–0, 1, 6 months, or 

–0, 7, 21- 30 days and a booster dose 
at 12 months 

• Approved for persons 18 years of age 
and older 



Prevaccination Serologic Testing 

• Not indicated before routine vaccination of infants or 
children 

• Recommended for 

– all persons born in Africa, Asia, the Pacific Islands, 
and other regions with HBsAg prevalence of 8% or 
higher 

– household, sex, and needle-sharing contacts of 
HBsAg-positive persons 

– HIV-infected persons 

• Consider for 

–Groups with high risk of HBV infection (MSM, IDU, 
incarcerated persons)  



Postvaccination Serologic Testing 

• Not routinely recommended following 
vaccination of infants, children, 
adolescents, or most adults 

• Recommended for: 

–Infants born to HBsAg+ women 

–Hemodialysis patients 

–Immunodeficient persons 

–Sex partners of persons with 
chronic HBV infection 

–Certain healthcare personnel 





Study design 

• Prospective and open-label trial in HIV-infected subjects being 
monitored in our center. 

• Consecutive subjects tested seronegative for HBs antigen, anti-HBs 
and anti-HBc, and without a history of previous HBV vaccine were 
enrolled in the study. 

• Patients with < 200 CD4/ul excluded 

• 3 intramuscular (in the deltoid site) doses of HBVAXPROTM 40 ug/ml 
(Aventis Pasteur MSD Spa, Rome) with 1 month intervals. 

•  Initial non-responders (anti-HBs <10 IU/L) to the first 3 doses were 
given 1–3 additional monthly doses of vaccine. 

• Anti-HBs titers measured 4 weeks after the 3rd dose, after each 
additional dose in non-responders, and at FU 12 and 24 months 
after the last vaccine dose. 





Flow diagram of the study in HIV 













Anti-HBs response rate at Follow-up 

Responders (58) 

•  1 yr FU:  41/58 (70.6%); 

•  2 yrs FU: 19/58 (32.7%) 

All evaluable (65) 

• 1 yr FU: 41/65   (63.0 %) 

• 2 yrs FU: 19/65 (29.3 %) 





Percentage of Seroprotection at 2 yrs FU (Kerneis 

et al, CID 2014) 





IDSA guidelines 2013: Hep B vaccine in HIV infected  



Conclusions. HBV vaccine in HIV pts. 

• Role of high dose vaccine need to be 

confirmed in well designed RCTs. 

• Booster doses increase significantly 

response rate 

• Duration of anti-HBs response strongly 

correlates with anti-HBs titers at the end of 

vaccine cycle(s) 



2. HBV vaccine in the Verona drug addiction service: a 2009-

2010 cohort study 

• A prospective cohort study among 

problem drug (PWID and PWUD) users 

followed at the DAS 

• Only HIV-negative patients included 

• Standard (HBVAXPRO 10 mcg/ml), 

accellerated (0, 1 & 2 m.) schedule. 

• Boosters (1-3) in non responders 

 



Flow diagram of the vaccine study in a cohort of Problem 
drug users  in Verona Drug Addiction Service 



Conclusion. HBV vaccine in PDU 

• 50 % Problem Drug Users in DAS at 
risk for HBV 

• Screening and Vaccine protocols still 
important in Italy (and elsewhere) 

• Rate of response after a standard 
vaccine schedule ~ 65 %. 

• 1  additional booster dose increases 
consistently response rate  (~10 % of 
total population; 50 % of non 
responders to standard cycle)  




