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Abstract: Objective To evaluate the safety of enterovirus 71 inactivated vaccine. Methods The children aged 6—47
months in Jinhua, Zhejiang province, were selected as the research subjects, active surveillance was conducted in forms of face
to face interview and telephone interview, and the adverse reactions occurred during 0—30 days after vaccination were
recorded. Results A total of 6 084 children were included in the study, and 9 090 vaccination doses were actively monitored,
and 59 children were found to have adverse reactions, the incidence rate was 649.06 per 100 000 doses, and 96.61% of the
adverse reactions occurred within 0—3 days after vaccination. The main adverse reactions were fever (72.88%), diarrhea
(27.12%) and nausea and vomiting (10.17%), and the outcome was good. Fifteen cases with grade =3 reactions were cured in
the observation period. There was no significant differences in gender, age, time and dose specific incidences of adverse
reactions (P> 0.05). There was significant difference in the incidence of adverse reactions among different vaccines (P<<0.05),
but no significant difference in the incidence of grade =3 adverse reactions (P>>0.05). The results of logistic regression
analysis showed that the type of vaccine was the influencing factor of adverse reaction. Conclusion The incidence of adverse
reactions within 0—30 days after enterovirus 71 inactivated vaccine immunization was relatively low, which was related with
the type of vaccine.

Key words: Enterovirus 71 inactivated vaccine; Safety; Active surveillance
This study was funded by the Medical Health Science and Technology Plan of Zhejiang of China (No. 2019KY751) and
Science and Technology Research Plan of Jinhua of China (No. 2018—4-086, No. 2019-4-083)
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Table 1 Adverse reactions by EV71 inactivated vaccine
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Table 2 Characteristics of adverse reactions by
EV71 inactivated vaccine
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Table 3 Influencing factors of adverse reactions
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Table4 Grade =3 adverse reactions by three vaccines
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