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Abstract Objective: To evaluate the protective effect and safety of a certain vaccine in the population aged
3~17 years old. Methods: A single center, randomized, double-blind, placebo-controlled design was used to
randomly divide 2 100 individuals aged 3~17 into vaccination group and placebo group in a 1 : 1 ratio. Each
group received one dose of freeze-dried nasal spray live attenuated influenza vaccine (LLAIV) or placebo.
Influenza cases occurring from day O after vaccination until the end of the entire study period (approximately
7 months) were observed, and safety events occurring within 0 to 30 days after vaccination were monitored.
Then, we calculated the protective effect of the vaccine against influenza and the incidence of adverse reactions
after vaccination. Results; During the study, the overall protection rate of freeze-dried nasal spray LAIV
against influenza was 78. 48% (95% CI: 42. 14%, 93. 61%). Within 30 days after vaccination, the most

commonly reported adverse reactions at the vaccination site were runny nose, sore throat, and nasal
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congestion, while non vaccination site adverse reactions were mainly cough, fever, and headache. All adverse

reactions were mild in severity. Except for “muscle pain” among the adverse reactions (P<C0.05), there was

no statistically significant difference between the groups for the others (all P>>0.05). Conclusion: The freeze-

dried nasal spray LAIV demonstrates favorable safety and protective efficacy in individuals aged 3 to 17,

offering a new option for influenza vaccination in this age group.
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