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Evaluation of safety and efficacy of recombinant zoster vaccine

in people over 50 years old, Nanchang City
LUO Wei, YU Ying - jiu, TU Zheng — bo, WANG Jing
The Collaboration Unit of Field Epidemiology of State Key Laboratory for Infectious Disease Prevention and Control,
Jiangxi Provincial Key Laboratory of Animal — origin and Vector — borne Diseases, Nanchang Center for Disease Control
and Prevention, Nanchang, Jiangxi 330038, China
Abstract ; Objective To evaluate the safety and efficacy of two doses of recombinant zoster vaccine (RZV) in normal immune
population over 50 years of age in Nanchang. Methods 1 802 people over 50 years old who received two doses of RZV were
selected as the observation group, and 2 132 people were simultaneously inoculated with Pneumococcal Vaccine Polyvalent
(PPV23) and Quadrivalent influenza vaccines (QIV) in subjects over 50 years of age served as a control group. The incidence
of adverse reactions and the incidence of Herpes zoster ( HZ) within 1 year after vaccination were analyzed and compared
between the observation group and the control group after vaccination. Results  In the observation group, the incidence of
adverse reactions was 23.89% , the incidence of adverse reactions at inoculation site, abnormal vital signs and non -
inoculation site were 16.79% , 9.05% and 7. 69% , and the incidence of grade 1 and grade 2 adverse reactions were 22. 42%
and 1.47%. The incidence of adverse reactions in control group was 8. 72% , the incidence of adverse reactions at inoculation
site, abnormal vital signs and non — inoculation site were 7.38% , 2.06% and 1. 17% , and the incidence of grade 1 and grade
2 adverse reactions were 7.60% and 1.13% . There were statistically significant differences in the incidence of adverse
reactions between the observation group and the control group (y* = 187.817 - 339.938, P <0.05), but there was no
significant difference in the incidence of grade 2 adverse reactions (y* =0.109 —1.833, P >0.05). Within one year after
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vaccination, the incidence of HZ was 0. 33% in the observation group and 1. 45% in the control group. The estimated vaccine

effectiveness ( VE) after two doses of RZV vaccine was 77. 82% (95% CI:47.07% -90.70% ). Conclusion

Two doses of

RZV were highly effective. Although the incidence of adverse reactions is high but the degree is mild, it has a good safety.

Keywords : Herpes zoster; Recombinant zoster vaccine; Adverse reaction; Vaccine effectiveness
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Table 1 Comparison ofadverse reactions between observation group and control group

MELL (n =3 604)

ST (n =4 264)

RES IV AR I TS X P
cases Incidence cases Incidence

AEBAS BN 861 23.89 372 8.72 339.938 <0.001
FERNIBALA B 605 16.79 315 7.38 167.119 <0.001
YIR Ml 470 13.04 282 6.61 93.348 <0.001
Tk ik 245 6.80 61 1.43 150.536 <0.001
2 AR 107 2.97 48 1.13 34.361 <0.001
B LI E e 68 1.89 24 0.56 29.625 <0.001
AR RAE SR 326 9.05 88 2.06 190. 986 <0.001
g 326 9.05 88 2.06 190. 986 <0.001
AEHEFR RO AN R 277 7.69 50 1.17 187.817 <0.001
B iR 55 1.53 18 0.42 18.231 <0.001
WA 202 5.60 0.14 226.581 <0.001
e e 48 1.33 8 0.19 36.187 <0.001
aMERRE 24 0.67 10 0.23 8.448 0.004
S 105 2.91 6 0.14 107.959 <0.001
Wi Z ) 228 6.33 12 0.28 246.335 <0.001
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Table 2 Comparison of severity of adverse reactions between observation group and control group

WZELH (n =3 604)

XFHRZH (n =4 264)

W HIBHK ~ IV B X P
cases Incidence( % ) cases Incidence( % )
FERDIRALA B 605 16.79 315 6.75 167.119 <0.001
1 940 580 16.09 288 0.63 173. 560 <0.001
2 YR I 25 0.69 27 0.56 0.109 0.742
A RIE R & 326 9.05 88 2.06 190. 986 <0.001
1 9% % 305 8.46 71 1.67 198.338 <0.001
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WELH (n =3 604) XTHEZH (n =4 264)
WA H K = LIS % X P
cases Incidence( % ) cases Incidence( % )
2 BT 21 0.58 17 0.40 1.376 0.241
ARHERIRAIA K 277 7.69 50 1.17 187.817 <0.001
1 G5 )i 265 7.35 42 0.98 211.226 <0.001
2 W R 12 0.33 8 0.19 1.627 0.202
AEBAS BN 861 23.89 372 8.72 339.938 <0.001
1 TR 808 22.42 324 7.60 348.712 <0.001
2 WK 53 1.47 48 1.13 1.833 0.176
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Table 3 The occurrence time and duration of adverse reactions were compared between the observation group and the control group

WEZLH (n =86)

XA (n =372)

MEIH YK R YK BB X P
cases Incidence cases Incidence
Jz M B[] 2.202 0.532
<30 min 119 13.82 42 11.29
30 min ~24 h 684 79.44 306 82.26
FH2~3K 48 5.57 18 4.84
FHa~TK 10 1.16 6 1.61
EREARi | 4.492 0.213
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4~7K 258 29.97 98 26.34
>7 K 56 6.50 18 4.84
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Table 4 Comparison of the incidence of Herpes zoster( HZ) between observation group and control group
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