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[Abstract] Objective To evaluate the safety and immunogenicity of seasonal inactivated
influenza vaccine (split virion) and to analyze its cross-reactive antibody responses to H7N9 avian
influenza virus. Methods An open-labeled clinical trial was carried out in infants aged 6-35 months,
adults aged 18-60 years and the elderly aged >60 years. After vaccinations (one dose for adults and
the elderly and two doses for infants) , adverse events were observed. Serum samples were obtained
before vaccination and 21 days after vaccination from adults and elderly subjects. Three types of
antibody against seasonal influenza virus and antibody against H7N9 avian influenza virus were tested
using microhemagglutination inhibition (HI) assay. Immunogenicity of the vaccine was evaluated
based on the immunogenicity criteria for adults and the elderly, set by the Committee for Medicinal
Products for Human Use (CHMP) for the European Medicines Agency. Results A total of 202
subjects (65 infants, 69 adults and 68 elderly) were enrolled and injected for at least one dose. The
overall rate of adverse events was 12.4%(25/202) and most of them were under systemic reaction. No
serious adverse event was reported. Pre- and post-vaccination serum samples were collected from 124
subjects (64 adults, 60 elderly). After 21 days of vaccination, the sero-conversion rate, sero-protection
rate, and geometric mean titer (GMT) ratio (post-/pre-vaccination) of antibody against seasonal
influenza virus were 78.1%-90.6% ,92.2%-100.0% and 7.9-41.0 among adults while 66.7%-83.3%,
86.7%-100.0% and 5.7-20.4 among the elderly, respectively. However, after vaccination, both
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sero-conversion rate and sero-protection rate of antibody against H7N9 avian influenza virus among
adults and the elderly became zero, with GMT ratio between 1.2 and 1.4. Conclusion This trial
vaccine appeared to have good safety and immunogenicity but inducing no cross-reactive antibody

response to H7N9 avian influenza virus.
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