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Suspected adverse events following immunization associated with seperate/combined
administration of 13-valent pneumococcal polysaccharide conjugate vaccine and oral pentavalent

human rotavirus live attenuated vaccine in age-eligible children in a district of Shanghai
CHEN lJinyan, PANG Hong
Changning District Center for Disease Control and Prevention (Changning District Health Supervision Institute),
Shanghai 200335, China

Abstract: [Objective] To analyze the safety of simultaneous vaccination of 13-valent pneumococcal conjugate vaccine (PCV13) and oral
pentavalent human rotavirus live attenuated vaccine (RV5) in age-eligible children in Changning District, Shanghai. [Methods] Adverse events
following immunization (AEFI) and vaccination information after PCV 13 and RV5 vaccination from Jan.1, 2022 to Dec.31, 2023 were collected
through the National Immunization Program Information Management System and the Shanghai Immunization Information System in Changning
District. We compared the incidence rates of AEFI reports after PCV13 and RVS5 standalone and simultaneous vaccination. [Results] PCV13
was administered standalone in 7 654 doses, with 107 AEFI reports and an AEFI reporting rate of 1 397.96/100 000, including 1 371.83/
100 000 for general reactions (105 cases) and 26.13/100 000 for abnormal reactions (2 cases). RV5 was administered standalone in 8 114 doses,
with 30 AEFI reports and an AEFI reporting rate of 369.73/100 000, all of which were general reactions. PCV13 and RV5 were administered
simultaneously in 6 731 doses, with 56 AEFI reports and an AEFI reporting rate of 831.97/100 000, including 802.26/100 000 for general
reactions (54 cases), 14.86/100 000 for abnormal reactions (1 case), and 14.86/100 000 for coupling symptoms (1 case). [Conclusion] The
incidence rates of AEFI reports after PCV13 and RVS5 vaccination standalone or simultaneous among age-eligible children in Changning District
are within an acceptable range, primarily consisting of general reactions. PCV13 and RV5 simultaneous vaccination did not increase the risk of
AEFT incidence.

Keywords: 13-valent pneumococcal conjugate vaccine; oral pentavalent human rotavirus live attenuated vaccine; standalone vaccination;
simultaneous vaccination; adverse events following immunization; safety
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F1 o RHEHREDCGE % JLEE PCV 13 I RVS B/ A HeRh i R R Ik
Table 1 No. of doses of PCV13 and RVS5 vaccinations administered to eligible children
PCV13 5RV5H A
PCVI3 S RVS HLA SRVSIKEER g g
e . . PCV13 and RVS5 simultaneous .
PERIFIR PCV13 standalone vaccination RVS standalone vaccination vaccination Male-to-female ratio
No. of i = = =
e BRR AN BBl BRAAN BRMBIE BMAK B
No. of individuals ~ Male-to-female ~ No. of individuals ~ Male-to-female ~ No. of individuals =~ Male-to-female X P
receiving vaccination ratio receiving vaccination ratio receiving vaccination ratio
15 Dose 1 2123 1.01 2930 1.01 2159 1.02 0.067  0.967
2525 Dose 2 2738 1.02 2 690 1.02 2314 1.05 0.311 0.856
#5351 Dose 3 2793 1.05 2494 1.06 2258 1.02 0.501 0.779
A1 Total 7 654 1.03 8114 1.03 6731 1.03 0.013 0.994

F2 TSR JLEE PCVI3 FRVS BRM/IEA R 1Y ARFTH4S &4 3R

Table 2 Incidence rate of AEFI reports for eligible children receiving standalone or simultaneous PCV 13 and RVS5 vaccinations

PCV13 5 RV5 BE 4 H:h

PCV13 S A RVS S PCV13 and RVS5 simultaneous
PER IR PCV13 standalone vaccination RVS5 standalone vaccination L
No. of vaccination Wald ,\/2 P
vaceine dose AEFI Bk RS KAER AEFIEIEL R KA AEFIBIELC b5k R
No. of Vaccination Incidence rate/  No. of Vaccination Incidence rate/  No. of Vaccination Incidence rate/
AEFI cases dose 107 AEFI cases dose 107 AEFI cases dose 10
poaod *l
gDFjOSleﬂlj 50 2123 2355.16 19 2930 648.46 23 2159 1065.31 7.082  0.008
25
Dose 2 36 2738 1314.83 7 2 690 260.22 23 2314 993.95 0.037 0.848
ose
55 351
Dose 3 21 2793 751.88 4 2494 160.38 10 2258 442.87 5.773 0.016
ose

2.3 PCVI3 R RE AR 4G AEFIIRE & £ &

Y PCV 13RI N KR AT AMUES , PCV13
R PCVI13 5 RVS G HAFN AEFTHRAS A& 22515
J91393.27/10 7 .828.44/10 11, BE-AHERNZH 1Y AEFT 4
S RARALT PCV I3 U Fh A il R AR R 22 R AT
GiiteF i L (Wald y’=15.588,P<0.001) ., 4 PCVI13 4%

RS A L REIE, PCV I3 B4 A0 \PCV13 5 RVS B
AR AEFL i & & AR 40 o 2 173.91/10 J7
1 086.96/10 J3 , ¢4 42 Fh 41 A1 PCV 13 B 422 Ff 24 119
AEFIHf s KA 22 e ge k2478 L (Wald x’<0.001,
P=1.000). W#3.

3 LUEITHERCE IS L PCV3 BRI A HE Rl 7R IR MO 1 AEFLH 35 2 1

Table 3 Incidence rates of AEFI reports by vaccination site for eligible children undergoing standalone and simultaneous PCV 13

vaccinations
PCV13 Bl fh PCV13 5 RV5 B4 35fh
. PCV 13 standalone vaccination PCV13 and RVS5 simultaneous vaccination
PCV 13 AL AEFI 5 AEFI %k Wald * P
PCV13 vaccination site PERPFRI IR KR AL BTN Yodact:s
Vaccination d Noof pcid te/10~°  Vaccination d N e te/10°
acciation dose AEFI cases nciaence rate; acciation dose AEFI cases nciaence rate;
G i A M srolaters
j.(HLHMMJ‘J Anterolateral 7 608 106 1393.27 6 639 55 828.44 15.588 <0.001
side of the thigh
% Upper arm 46 1 217391 92 1 1 086.96 <0.001  1.000
il Total 7 654 107 1397.96 6731 56 831.97 15.410 <0.001

2.4  AEFI %K A= & R &L

G ) LEE PCV 13 B4 RVS BUMEERD PCV13
5 RVS5 B G 8 B i — e S 4 ke AR #4300 R
1371.83/10 J7 .369.73/10 1 .802.26/10 J7 , #ft 4 & A= %
ERIGE 5 L (Wald ¥=1.027,P=0.311), A3EF|
RE B U S AR O PR N R A . PCVI3 A
RN RVS Bph R PCV13 5 RVS ISR S
S A A A 2R3 00 R 26.13/10 7 .0.,14.86/10 J7 , 3%
KR ER TG FE L (Wald ¥=0.209,P=0.647) .
PCV 13 HUMEERN (RVS5 BUMUFI PCV13 5 RVSERAHEFD

A AR AR 251500 0.0.14.86/10 7 . L3R4,
AEFT B — S DA & SR £ o sy hii 4t 58
I RS R 3, S i SO 26 30 Ry ik e e 92 TR 92
A VM A, A BOPE 5. PCVI3 Bl b |
PCV13 5 RVS B A% 5 Ja i 20 i 4 45 & A= 245 531
h248.24/10 73 \311.99/10 J7 , BEA e Fh 20 1 =y 3R 21 I
5 KA R T PCVI3 HS R4, 22 A G2+ &
X (Wald ¥*=12.003,P=0.001), PCVI13HhfRh RVS
BB FR PCV13 5 RVSBRA M AL IR TS s &k
FAP 5 26.13/10 75 . 184.87/10 J7 . 44.57/10 J7 , 4116
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Table 4 Incidence rates of AEFI categorized reports for eligible children undergoing standalone or simultaneous PCV 13 and RV5

vaccinations
PCV13 5 RVSE A
PCV 13 Bl RVS Bl 220 ARV e B
. .. PCV13 and RV5 simultaneous
N PCV13 standalone vaccination RVS5 standalone vaccination L
AEFI /3% vaccination o ld/\/z o
a
AEFI classification AEFL % . AEFI % . AEFI 5% .
1% P T Gt T Gt
No. of Tncid te/10°° No-of i wi0® | Neoh g te/107°

AEFI cases ncidence rate AEFI cases Mcidence rate AEFI cases  DCidence rate
— MR General reaction 105 1371.83 30 369.73 54 802.26 0.755 0.385
SEH RN Adverse reaction 2 26.13 0 0 1 14.86 0.209 0.647
A E Coupled reaction 0 0 0 0 1 14.86
431 Total 107 1 397.96 30 369.73 56 831.97 1.027 0.311

R5  FHEFTREXER ILE PCVI3 FIRVS Sl /1A 3R AEFTIIm R 271

Table 5 Clinical manifestations of AEFI in eligible children undergoing standalone or simultaneous PCV 13 and RVS vaccinations

PCV13 5 RV5 AR
PCV13 and RV5

PCV13 Bl R RV5 HUpf 2l

PCV13 standalone vaccination ~ RVS5 standalone vaccination . .
simultaneous vaccination

I AR SE AR
cﬁnﬁf fnﬁmm il fie il WELLE
No. of KR No. of odact No. of KR
AEFI Incidence rate/107 AEFI  Incidence rate/10”° AEFI Incidence rate/107
cases cases cases
— KW General reaction

&‘W%E) 5 77 1 .006.01 5 61.62 26 386.27 0.707 0.400

Fever (axillary temperature )/’ C
37.1~ 16 209.04 0 0 8 118.85 1.673 0.196
37.6~ 56 731.64 4 49.30 15 222.85 0.007 0.931
38.6~40.6 5 65.33 1 12.32 3 44.57 0.282 0.595

JRRE I (EAR)

L(:“El l‘e(;l]nei{md swelling (diameter)/cm 19 248.24 2 311.99 12.003 - 0.001
<2.5 11 143.72 5 74.28 0.857 0.355
2.6~ 7 91.46 10 148.57 6.780 0.009
5.1~10.0 1 13.07 6 89.14 5.011 0.025

JR SRR L, (EAR)

Induration at injection site 10 130.65 8 118.85 3.373  0.066

(diameter)/cm
<2.5 8 104.52 5 74.28 1.531 0.216
2.6~ 2 26.13 3 44.57 2.088 0.148
5.1~5.2 0 0 0 0

B[H Fussiness 12 156.78 7 86.27 9 133.71 0.063 0.801

FERE Somnolence 3 39.20 2 24.65 0 0 1.503 0.220

R Z Lack of appetite 3 39.20 3 36.97 0 0 2.195 0.138

MXrt Vomiting 0 0 2 24.65 0 0

Y5 Diarrhea 2 26.13 15 184.87 3 44.57 6.660 0.010

SH RN Adverse reaction
o s Allergic exanthem 2 26.13 0 0 0 0
HHEE Urticaria 0 0 0 0 1 14.86
A 4E Coupled reaction
S Allergic purpura 0 0 0 0 1 14.86
2.5  AEFI 3 ILaE IR 64 B 18] 18] [ A 4% )3 3.33%, Wk A $E Fh 4153 0l o5 78.57% . 19.64% . 1.79%

PCV I3 FRAMFEFP L) AEFT S R0 2= i BUAER (R 6) . 3 4AMA R A of [i] [ B A9 44 il LE 22 5= e e
B B[R] [R) B <1 dL 1~3 d o >3~6 d 2 5 5 89.72% .  2FEE X (x’=6.700, P=0.104) . i fa &= AEFI 51
10.28% .0, RV5 B 42 Fh 2H 43 5] 5 80.00% . 16.67% . B,
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6 UFTHEXIE R JLEE PCV 13 A1 RVS B /ISR A AEFT A& Az i8] [a] F&

Table 6 Time intervals to AEFI in eligible children undergoing standalone or simultaneous PCV13 and RVS5 vaccinations

. N PCV13 HpliRh RVS5 Hpl RN PCV13 5 RV5 AR
T%ﬁfa?ff?fﬁi?fiiﬂ?fm PCV13 sta}ndalone vaccination RVS5 standalone Vaccinati({n PCV13 and RV)S simultaneous vaccination
symptom onset/d AEFI %% *@ﬁ L AEFI %t *@m o4 AEFI 1% 1‘@& kt
No. of AEFI cases Proportion/% No. of AEFI cases Proportion/% No. of AEFI cases Proportion/%
<1 96 89.72 24 80.00 44 78.57
1~ 11 10.28 5 16.67 11 19.64
>3~6 0 0 1 3.33 1 1.79
A1t Total 107 100.00 30 100.00 56 100.00
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