+252- HIETIRT BE2f A%k 2019 4FE3 A4S 53 #5534 Chin J Prev Med, March 2019, Vol. 53, No. 3

JHIB N RE A7 1 B 2 PEF ST -

IiE R A71 B IR RE T (Vero 40 )
e 2 H A TENSR

¥E' OEW? I—F S4M FEf FEHBES RTT YR KART
VAR A k) S A PR 8] 16 RAT 3R 100085 ;23 T T F & R R R TR 24 P s
TR A 10007152 7 8 R & W & Jm TR 424 7o B4R 4 0m By R AR, 3R
224200 ;* Hr i K & J5 TR G5 42 ) P o o dE ALRIAE AL 3100515 ) sk AE R RE
B JR TR ¥ h) P8 S E AR AL, B & 531499;° ) ok A 08 R P R Bk R TRy 424
S R AR AL AR 542499 ;73T Sk JR TR By 42 k) s AL 310051

G & Fo B W AT R A R $ Rk

BAEMEE .G R, Email zengg@sinovac. com, ¥ 7% : 010-82795315; 4 A -F , Email:
zhpchen@cdc.zj.cn, ¥, 7% : 0571-87115006

[HE] B® i mERTE ATL R (EV-AT1) JGE R (Vero 41 (EV-A71 SR )_EH 5 % 4L
PR bl Ak REBGHIT2E 11T, AU E 6 X, T PR A 1A X AR B AREE X AR
B VIR EGTENUTFEIT , L 2016 4F 7 7 22 2018 4F 6 J1 A IH] [ J& [ 24360 EV-A71 281 10 )L i
SRS G, o U R G X RITT 548 5 T DA Al b BV LR 42 5 HoAH X B4R T R e fils:
BT, 5452394, FEAERNEESI EV-AT1RE 1 5 30 min 30 min 2 3 d fi14~30 d, @ B 0EE
TR A9 7 = S IR LB AR B RN & A TR L, iR A R FR S RGN AN R R v &
R, BER 45239 4 JLE IR EV-ATIRE R 71 243 FIR , BN KU & A 3R 1.079% (769 5|
YO s ANFVAE IS L], 5 ~ 11 T IS B SO & AR 2 d e, o 1.182%(177/14 973) , =36 H b Ak, h
0.849% (18/2 119) s AiFSEVEA RN & A 3R A, 7 1.047% (746 KU 5 1 A2 G RN & 3R A
43514 0.404% (288 71U ) F10.554% (395 71U ) , AR L 4 AN KRR KAz . 565 1 FI2 71435l 1Rl 40 736 Al
30 507 FIR , AN BN 2 242 R 43 31 A 1.2819% (522 701K ) F10.8109% (247 FIUR) 5 Jry A KN & AE 5 0
51128 0.0919% (37 FIYR ) F110.043% (13 FIIR ) , 4 B AN KR & A2 38453 511 R 1.168% (476 711 ) F10.760%
(232 KK ) 5 A B SR REARFEAA ], Jey 38 S5 g 24 32 B2 SR B T S 21, 4 ) 2 24 RN,
A B [N 3 RBERIN Z AR 4300 & 362 R 190 FIWK s AN RSO 4 3 R A AE A S 30 min 23 d
N, KA1 1.016% (414 F)WK) F10.698% (213 K1) o 4516 ILEEHERMERT G A BN & AR 2R
AR HZ MRS EV-AT LR BT

[K$giA] WhiEReeE, 2R R R T RIOSRETT; RRRY

ELTH : FZRE AR L1 (20162X09101120-003)

DOI:10.3760/cma.j.issn.0253-9624.2019.03.003

Post-marketing multi-center safety surveillance of inactivated enterovirus A71 vaccine (Vero cell)
Zeng Ji', Tang Tian’, Wang Yijun’, Lyu Huakun®, Huang Jianhua®, Li Xiuqun®, Jia Ningning', Zeng Gang',
Chen Zhiping’

!Clinical Research Department, Sinovac Biotech Co., Lid, Beijing 100085, China; ’Immunoprophylaxis
Department, Beijing Fengtai District Center for Disease Control and Prevention, Beijing 100071,
China; *Prevention and Control of Acute Infectious Diseases Department, Dongtai Municipal Center for Disease
Control and Prevention, Yancheng 224200, China; ‘Immunization Program Department, Zhejiang Provincial
Center for Disease Control and Prevention, Hangzhou 310051, China; ’Immunization Program Department,
Pingguo County Center for Disease Control and Prevention, Guangxi, Baise 531499, China; *lmmunization
Program  Department, Pingle County Center for Disease Control and Prevention, Guilin 542499,
China; "Zhejiang Provincial Center for Disease Conirol and Prevention, Hangzhou 310051, China



rPAE T B4R 2019 4E3 H 45 53 %553 Chin J Prev Med, March 2019, Vol. 53, No. 3

Zeng Ji and Tang Tian are contributed equally to the article
Corresponding author: Zeng Gang, Email:zengg@sinovac.com, Tel: 0086-10-82795315; Chen Zhiping, Email:
zhpchen@cde.zj.cn, Tel: 0086-571-87115006

[ Abstract ] Objective  To evaluate the post-marketing safety profiles of the inactivated
enterovirus type 71 (EV-A71) vaccine (Vero cell) after routine inoculation. Methods Eleven cities of
Zhejiang Province, Fengtai district of Beijing, Qinnan district, two counties as Pingle and Pingguo of
Guangxi Zhuang Autonomous Region, and Dongtai city of Jiangsu Province were selected as the field sites. A
total of 45 239 subjects were enrolled in this study from children who seeked the vaccination of EV-A71
vaccine during the period from July, 2016 to June, 2018. Different sampling method were adopted in
different sites. All vaccinated children were invited to participate in the study in Fengtai and Dongtai,
however, systematic sampling method were adopted in other sites. Active surveillance was conducted and
information about adverse reactions (ARs) occurred in 30 min, 3 d and 30 d following each dose of EV-A71
immunization was collected by field observation, phone-call or face-to-face interview. The incidence of ARs
in different types,symptoms and grades were described. Results In total, there were 45 239 children who
received 71 243 doses EV-A71 vaccine. The overall incidence of ARs was 1.079% (769 doses), with the
highest incidence of 1.182% (177/14 973) in 5-11 month group and the lowest incidence of 0.849%
(18/2 119) in = 36 month group among different age groups. There was a higher incidence in solicited ARs,
which was 1.047% (746 doses). The incidences of grade 1 and grade 2 ARs were also higher, which were
0.404% (288 doses) and 0.554% (395 doses), respectively. No grade 4 ARs occurred. The doses of the first
and the second vaccination was 40 736 and 30 507, respectively, and the incidences of ARs were 1.281%
(522 doses) and 0.810% (247 doses). Also, the incidences of ARs were 0.091% (37 doses) and 0.043%
(13 doses) in local, and 1.168% (476 doses) and 0.760% (232 doses) in system. The symptoms of ARs after
the two doses of vaccination were basically the same. Redness at the injection site was the most common
local ARs after each dose vaccination, with doses of 24 and 11, while fever was the most common systemic
ARs, with doses of 362 and 190. Moreover, ARs mainly occurred in 30 min to 3 d after each dose
vaccination, with incidence of 1.016% (414 doses) and 0.698% (213 doses) in the first and second dose,
respectively. Conclusion The ARs had a low incidence after vaccination in children and most were mild or
moderate. EV-A71 vaccine with good safety is suitable for inoculation in a large scale.

[Key words ]  Enterovirus; Vaccination; Viral vaccines; Inactivated enterovirus 71 vaccine;
Adverse reactions
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