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Efficacy and safety of a recomhinant hepatitis E vaccine in
healthy adults: a large-scale, randomised, double-blind
placebo-controlled, phase 3 trial
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Summary

Backgroaind Seroprevalence data suggest than a third of the world's population has been infected with the hep
virus, Qur alm was 1o assess efficecy and safety of a recombinam bepatiils E vaccine, HEY 239 (Hecolin: X
Inmovax Biotech, Xiamen, China) in a modomised, double-blimd, placebo-controlled, phase 3 iral

Methods Healthy adults zped 1665 vears in, Jiangsu Province, China were andomly assigned in a 11 ratio to1
thiese dosies af HEV 239 (M0 jig of purifed recombinant hepatitis E antigen adsorbed 1o 0.8 mg alaminium by
suspended in 0-5 mL buflered saline) or placebo (hepatitis B vacdine] given inmamusoulardy a1 0, 1, and 6w

Randomization was done by computer-generated permuted blocks and siratified by age and sex. Panicipani

followed up for 19 monihs. The prinuary endpoing was proventlon of bepatiils E during 12 menths froms ibhe 3
afier the third dose. Analvsis was based on panicipants who received all throe doses per protocol. Seudy panic

care givers, and imvestigsons wene all masked vo eroup and vadcine assienments. This wial B regiserne
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