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[ Abstract ] Objective  To evaluate the safety of mass vaccination of inactivated
2019-nCoV vaccine in population aged >3 years in Guizhou Province. Methods The open-label
study was conducted in eligible volunteers in Yanhe County of Guizhou from June 2021 to July in
2022. In the study, two doses of the inactivated 2019-nCoV vaccine were given at (0, 28) days
according to the immunization schedule. The information about adverse reaction (AR) within 30
minutes and during 0-28 days after vaccination were collected, and the incidence of AR was analyzed
by age, doses, and health status. Results The overall incidence of AR was 1.51% (294/19 458), all
ARs, mainly pain at injection site, occurred within 7 days after the vaccination, the AR grade was 1-2.
The incidence of AR was 1.01% in age group 3- years (58/5 721), 2.44% in age group 18- years
(220/9 017), and 0.34% in age group =60 years (16/4 720). The differences were significant (P<
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0.001). The incidence of AR after the first dose vaccination (1.20%, 233/19 458) was significantly
higher than that after the second dose (0.37%, 61/16 368), the difference was significant (P<0.001).
In the elderly aged >60 years, the incidence of AR was 0.36% (9/2 520) in healthy group and 0.32%
(7/2 200) in group with underlying medical conditions, the differences were not significant (P=
0.818). Conclusion The domestic inactivated 2019-nCoV vaccine showed good safety in mass
vaccination in population aged =3 years, including the elderly in both healthy group and group with

underlying medical conditions.
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