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is both HBsAg and HBeAg positive, while the risk is much lower (12~-20 %) if
the mother is HBsAg and anti-HBe positive (Stevens et al., 1975; Alagille, 1985;
CDC, 1985). With the availability of specific HBV vaccine for about a decade
now, millions of doses have been administered without any inconvenient
effects. Recently, a genetically engineered HBV vaccine has also been prepared
and has undergone extensive application in clinical trials; it appears to be safe,
antigenic and free from major side effect (Andre, 1989).

Hepatitis B prevalence in India has been reported about 2-10 %. Since there
is a wide prevalence of antibody to HBV, the hepatitis B prevalence may be in
fact much higher. It has been estimated that around 138 000 infants acquire the
infection during their perinatal period each year (Nayak ef al., 1987). Hence, to
control the transmission of the infection, immunoprophylaxis is urgently
needed. The World Health Organization has already recommended the inclu-
sion of HBV vaccine in the expanded programme of immunization (WHO,
1988).

We have already assessed the efficacy of HBV vaccine alone or in combina-
tion with hepatitis B immunoglobulin (HBIG) in the prevention of perinatal
transmission for 6 months after birth (Sehgal er al., unpublished results). The
present study is a report of follow up including antibody titers for 12 months.

Materials and Methods

Subjects. The study was conducted in a total of 4137 pregnant women admitted in the labour
wards of Nehru Hospital, Postgraduate Institute of Medical Education and Research, Chandigarh
from January 1987 to December 1989.

A detailed history was taken regarding the past and present pregnancy with special reference to
any episode of jaundice or liver disease in each case. Also, thorough clinical examination was
performed. Collection of blood samples from all the pregnant mothers was done after obtaining
an informed written consent at the time of delivery. Simultaneously, blood sample’s were collec-
ted from the newborn. The sera were separated and stored in aliquots at —70 °C for further use.

Screening of maternal blood samples for HBsAg. Reverse passive haemagglutination assay
(RPHA, Cellognost, Hoechst Diagnostics India Ltd.) of maternal samples was carried out daily
according to manufacturer’s instructions. Samples from babies of the HBsAg positive mothers
were collected before vaccination and the sera were stored in aliquots at —70 °C.

Vaccination of neonates born to HBsAg positive mothers. Group I consisted of neonates who were
given 10 u g of plasma derived HBV vaccine (Green Cross Corporation, South Korea) within 24 hr
of birth intramuscularly into the thigh muscle. Second and third dose of vaccine was given at 4 and
8 weeks, respectively.

Group II consisted of neonates who were given HBV vaccine along with HBIG. The dose and
route of vaccination was the same as in the group 1. In addition, 0.5 ml of HBIG was given in the
contralateral thngh muscle (Hcpablg, Green Cross Corporation), within 24 hr of birth. Subsequent
doses of vaccine were given as in the group | subjects.

Group 11T consisted of neonates who were not vaccinated. Initially, the vaccine was not avai-
lable until April 1988. Though the mothers were explained the purpose of the vaccination, some
did not give consent but agreed to come for follow up. Hence, these babies were includcd in the
group 111 and served as controls.

Follow up of mothers and neonates. All the three groups were called for follow up at 3, 6 and 12
months from birth. Blood samples were collected from all the mothers and babies at the follow up.
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