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Table 1. Relative potencies of 028A plasma-derived hepatitis B vaccine using Hartley strain guinea pigs as

the test animals!

]

2 S

Experiment Relative potency No.of test 95 % contidence limit
1 (.92 180 0.48 -1.77
2 (.98 180 0.22—-4.32
3 1.08 180 0.23-5.04
4 1.18 180 0.31 -4.46
5 1.05 240 (.20 - 5.50
Average 1.04 £0.12 960 0.29 -4.22

' The values of relative potency of 028A plasma-derived hepatitis B vaccine obtained from each experiment
was calculated with the WHO Lot 96932 plasma-derived hepatitis B standard vaccine as the control
showing no significant differences between any two experimental values.
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Table 2. Relative potencies of 028A plasma-derived hepatitis B vaccine using Balb/c¢ strain mice as the test

animals’*
Experiment Relative potency No. oftest 95 9% confidence mterval

1 0.87 79 0.20-3.69
2 0.92 73 0.32-2.63
3 0.80 &0 0.16 —3.85
4 1.57 75 0.55~4.45
5 0.94 80 0.27—-3.30
6° 1.64 86 (.59 —4.58
7" 1.61 77 0.51-5.08
8 0.96 77 0.28-3.3H
9P 0.79 60 0.23—-2.67
10 0.84 80 0.25-2.82

Average 1.09+0.39 767 0.34 - 3.64

' The values of relative potency of 028A plasma-derived hepatitis B vaccine obtained from each experiment
was calculated with the WHO Lot 96932 plasma-derived hepatitis B standard vaccine as the control.

> Values in a row sharing the same superscript letter are significantly different at p<0.05.
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Fach aquare represents the estimate from one assay. The figures in the squares refer to the numbers of the test

and the letters B and G denote assays done using Balb/¢ mice and guinea-pigs, respectively .
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Preparation of Hepatitis B Vaccine Reference Standard for Potency Test

CHIA PO LIN, TSO-LING CHEN, RUOH-ING YANG, CHIN-JUNG CHEN AND JUNG-TIAN HSIEH

National Laboratories of Foads and Durgs, Department of Health, Executive Yuan

ABSTRACT

A well qualified plasma derived hepatitis B

vaccine, coded 028A, was evaluated in the National

Laboratories of Foods and Drugs for its potency to

serve as the first national reference standard for hepati-

tis B vaccine for use in immunogenicity assays. 1 his

proposed mnational reference standard was assayed a-

gainst the WHO plasma-derived hepatitis B reference

standard, lot 96932.

he re

ative potencies of lot

028A plasma-derived he

DAtItS |

3 vaceine versus WHO)

lot 96932 vaccine was evaluated in a series of immu-
nization studies for both guinea pig and Balb/¢ mouse

groups by the parallel line assay method. Results ob-

tained indicated that the relative potencies for the
guinea pig and mouse groups were 1.04 + (.12 and
1.09 £ 0.39, respectively. This reference standard is

intended for use in assays of hepatitis B vaccines in
both mouse or guinea pig immunogenicity studies for
the vaccine sealing tests in Tarwan .

Kev wordst Hepatitis B Vaccine, Reference Standard, Potency test.



