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Safety analysis of oral live attenuated rotavirus vaccine,
Shaanxi, 2018 —2022
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Abstract ; Objective To analyze the characteristics of Adverse Events Following Immunization ( AEFI) of domestic rotavirus
(live) vaccine (RVVO) in Shaanxi province from 2018 to 2022, and to evaluate the safety of RVVO vaccination. Methods
The AEFI case data on RVVO vaccination in Shaanxi Province between 2018 and 2022 was gathered from the China AEFI
Information Management System. , and the vaccination situation of RVVO in Shaanxi province was collected through the
immunization planning information management system of Shaanxi province. The analysis was conducted using the descriptive
epidemiological technique. Results A total of 461 102 doses of RVVO were inoculated in Shaanxi province from 2018 to
2022, and 48 cases of AEFI were recorded, with an incidence of 10. 41 cases per 100 000 doses, including 43 cases of normal
reactions (9. 33 cases per 100 000 doses) and 3 cases of abnormal reactions (0. 65 cases per 100 000 doses). 2 cases of
coupling disease and No serious AEFI cases recorded. The three abnormal reactions were allergic rash (0.22/100 000 doses) ,
acute diarrhea (0.22/100 000 doses) and rotavirus diarrhea (0.22/100 000 doses). 97.92% of the reported AEFI cases were
cured or improved after follow — up, and no sequelae and death cases were reported. The age of onset of AEFI was less than 1
year old and occurred on the day of inoculation. The incidence of AEFT at the first, second and third doses was 12. 65 cases per
100 000 doses, 10. 64 cases per 100,000 doses and 361 cases per 100 000 doses, respectively. RVVO combined with other
vaccines reported a general reaction rate of 10. 16 per 100 000 doses and an abnormal reaction rate of 0. 97 per 100 000 doses
in AEFI. Conclusion The domestic oral live attenuated rotavirus vaccine has good safety, and the timely vaccination rate of
children should be further strengthened.
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F1 B4 2018—2022 4F RVVO AEFI 3725450 [ n(1/10 77) |
Table 1 Reported incidence in Shaanxi Province, 2018 —2022[ n(1/100 000) ]

&t
AEFI 43 2018 2019 2020 2021 2022 - (957 CD
B
— IR 5(9.36) 4(4.57) 13(11.48) 10(8. 96) 11(11.54) 43 9.33(6.75 -12.56)
e T 0(0.00) 1(1. 14) 2(1.77) 0(0.00) 0(0.00) 3 0.65(0.13 =1.90)
L 1(1.87) 0(0.00) 0(0.00) 1(0.90) 0(0.00) 2 0.43(0.05-1.56)
it 6(11.23) 5(5.72) 15(13.24) 11(9.85) 11(11.54) 48 10.41(7.67 -13.80)

2.2 HR R oA LT 48 ] AEFI b B Lok
ek 1.29: 1, 29. 17% KHAE 1 B LT ,47. 92% % H=
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i3 ~7 A8 ~12 J iy 12 H 534708, Hrp
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>12 i JaHefh 5 1 37.81% , H55R L 3,
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Table 2 Gender and age distribution of adverseevents following immunization of RVVO in Shaanxi Province, 2018 —=2022 [n(% ) ]

AEFT $54F 2018 2019 2020 2021 2022 &t
551
L 3(50.00) 2(40.00) 9(60.00) 5(45.45) 8(72.73) 27(56.25)
e 3(50.00) 3(60.00) 6(40.00) 6(54.55) 3(27.27) 21(43.75)
()
0~1 2(33.33) 2(40.00) 3(20.00) 4(36.36) 3(27.27) 14(29.17)
>1~2 3(50.00) 3(60.00) 6(40.00) 5(45.45) 6(54.55) 23(47.92)
>2~3 1(16.67) 0(0.00) 4(26.67) 2(18.18) 1(9.09) 8(16.67)
>3 0(0.00) 0(0.00) 2(13.33) 0(0.00) 1(9.09) 3(6.25)
&1t 6(12.50) 5(10.42) 15(31.25) 11(22.92) 11(22.92) 48(100.00)

®3  PRFG4A 2018—2022 4 RVVO B HFH B4R SRR [ n( % ) ]
Table 3 The age and numbers of the first doses of RVVO in Shaanxi Province, 2018 —=2022[ n(% ) ]

Eg%ﬁ) 2018 2019 2020 2021 2022 &

0~3 478(2.33) 10 244 (24. 83) 20 034(35.78) 28 898(48.09) 36 340(61.31) 95 993(40. 48)
>3~7 2760(13.44) 4785(11.60) 5855(10.46) 5588(9.30) 5916(9.98) 24 905(10. 50)
>7~12 5004(24.37) 6 411(15.54) 7270(12.98) 4712(7. 84) 3183(5.37) 26 580(11.21)
>12 12 290(59. 86) 19 822(48.04) 22 830(40.78) 20 892(34.77) 13 836(23.34) 89 669 (37.81)
&it 20 532(100. 00) 41 262(100.00)  55989(100.00) 60 090(100.00) 59 275(100.00) 237 147(100.00)

F4 PRV 2018—2022 4F RVVO AU AEFT i 5055 BilAe s ke A2 A= [ n (1710 1) ]

Table 4 The adverse events following immunization constituent and incidence of the difference doses of RVVO in Shaanxi Province, 2018

~2022[ n(1/100 000) ]

BRI 2018 2019 2020 2021 2022 &1
o —F R 6(29.22) 5(12.11) 8(14.29) 5(8.32) 6(10.12) 30(12.65)
it} 4 0(0.00) 0(0.00) 4(13.38) 6(14.21) 5(9.90) 15(10. 64)
=R 0(0.00) 0(0.00) 3(19.57) 0(0.00) 0(0.00) 3(3.61)
&t 6(24.46) 5(8.13) 15(14.82) 11(8.58) 11(7.55) 48(10.41)

2.4 GRME> A AL AR RN FE—BRN RS SRS S B O S R 1
34 B K AGAEAR (7. 37710 J35%0) (3 Bl K (0.22/10 J55) o 43 i — B B 3 {51 e S v
RS A B AR (0. 65/10 JT5)) o fESH RN,  RATERER YR RIS,

RS PRVEA 2018—2022 4F RVVO AEFT $AH 2 K it 18] E] B 20 A [ n( % ) ]

Table 5 The number of reported cases distributed by clinical impairment and time interval from inoculation to onset of RVVO in Shaanxi

Province, 2018 =2022[n(% ) ]

AEFI 432k Nl <24 h 24 ~48 h 48 ~72 h >72 h
—f¥ S g 43 43(89.58) 0(0) 0(0) 0(0)
B3R 37.1 ~37.5C 2 2(4.17) 0(0) 0(0) 0(0)
8 37.6 ~38.5C 9 9(18.75) 0(0) 0(0) 0(0)
PRI : =38.6°C 23 23(47.92) 0(0) 0(0) 0(0)
AW 1 1(2.08) 0(0) 0(0) 0(0)
WRIBTRE IR 5 1 1(2.08) 0(0) 0(0) 0(0)
=h 1 1(2.08) 0(0) 0(0) 0(0)
BN R 3 3(6.25) 0(0) 0(0) 0(0)
&5 3 3(6.25) 0(0) 0(0) 0(0)
SR R 3 3(6.25) 0(0) 0(0) 0(0)
L % 1 1(2.08) 0(0) 0(0) 0(0)
SRS 1 1(2.08) 0(0) 0(0) 0(0)
i INTE R 1 1(2.08) 0(0) 0(0) 0(0)
HAAE 2 2(4.17) 0(0) 0(0) 0(0)
At 48 48(100.00) 0(0) 0(0) 0(0)
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