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The Study of Detection Methods and Application of the Relative Potency in vitro of Inactivated Hepatitis A Vaccine. Xie Zhongping, Long
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Abstract Objective To establish a new in vitro method to detect the relative potency of inactivated hepatitis A vaccine. Methods
ELISA was used to test the potency of hepatitis A vaccines and the reference vaccine. After getting the OD values of ELISA as response
indicators, the dual — parallel line bioassays were carried out, and the R values of the vaccines were calculated comparing with the refer-
ence vaccine. Results The HAAg level of the samples were consistent well with the OD values obtained by ELISA, with R* =0.97, in-
dicating that this double parallel line examination method could be established to detect the relative potency of HAV vaccine. The results
of 3 lots of HAV vaccine samples tested with this method by 3 different people confirmed the reliability of it because the return, the devia-
tion parallel, the conic section and the counter — conic section all passed the tests. Additional 32 lots of inactivated hepatitis A vaccine
were examined with this method too. The results showed a good consistency with those by in vivo method in mice. Both of them could re-
flect the relative potency of the vaccine with similar R values, between which there was no significant difference (z=1.0354, P =0.3045
>0.05). Conclusion This new in vitro method is so sensitive, specific and fast that can be applied to detect the relative potency of in-
activated hepatitis A vaccine.
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