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Abstract: Objective To evaluate the incidence of adverse reactions in age—eligible people after post—marketing vaccination
with the groups A, C, Y, and W135 meningococcal polysaccharide conjugate vaccine (MPCV —ACYW135). Methods
Individuals who received MPCV-ACYW135 vaccination were recruited in Luohu District, Shenzhen. Active surveillance was
conducted to collect adverse reactions occurring within 0-30 days after vaccination, and the incidence of adverse reactions
was analyzed. Results A total of 468 participants were enrolled. The overall incidence of adverse reactions post—vaccination
was 25.64%. The incidences of local reactions and systemic reactions were 12.39% and 18.38% (y*=23.356, P<0.001),
respectively. The overall incidences of grade 1, 2, and 3 adverse reactions were 14.53%, 10.68%, and 0.43% (*=63.639, P<
0.001), and no grade 4 adverse reactions were observed. The incidences of adverse reactions at <30 minutes and 30 minutes
— 24 hours after vaccination were 7.69% and 17.95% (*=97.099, P<0.001). Conclusion The incidence of adverse reactions
within 30 days after MPCV-ACYW135 vaccination in the study population was consistent with the results of pre—marketing
clinical trials. Adverse reactions were mainly mild to moderate, and most occurred within 24 hours after vaccination,
indicating that the vaccine has good safety.
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polysaccharide vaccine, MPV ) ki P59 TR T 2 5
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JUHFRE 0.5ml, 4 AC BEGS 4 2B 10 e Y
W135 LS EZME4 5 nge WINTESS, R ALy B
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24 F#% 16 N(3.42%) . HEFP S 468 FIR, AR
5T A A E 4 | R A R G AR PIRAEAE 1Y
1 FIRIANREL AR BRI SR T4 1.2.3
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RN Y KT (P>0.05) FEFMZRERT IR FERE (Fisher B UIHE 1L, P=0.035) J 4 5
24 RS2 75 [ e o Al 2 X6 BB A A (Fisher  (,2=10.950,P<<0.001) FEARAS KB (2= 5.164,
WY E 288, P=0.035) . B i 45 (£=8.809,P=0.003).  P=0.023)1{4 %1k ZA 500
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Table 1 Incidence of adverse reactions in research subjects after MPCV-ACYW135 vaccination

s TR SRR
it ) @ R @
AR T . P Ny ., PH
BIEC  KAEER(%) B 95%CT  HIEK JEER 1% S 1% S % S
(%) (%) (%) (%)

Jry s 2 I 58 12.39(9.40 ~ 15.39) 30 1316 28 11.67 0.625 8 10.26 50 12.82 0.530
EGTHEBALLTBE 22 4.70(2.78 ~ 6.63) 6 2.63 16 6.67 0.039 4 5.13 18 462 0773
TS b ik 30 6.41(4.18 ~ 8.64) 16 7.02 14 5.83 0.601 6 7.69 24 6.15 0.613
e ig A LE 30 6.41(4.18 ~ 8.64) 16 7.02 14 5.83 0.601 4 5.13 26 6.67 0.613
TSR fi g 22 4.70(2.78 ~ 6.63) 10 4.39 12 5.00 0.754 0 0.00 22 5.64 0.035°
G B LA 2 24 5.13(3.12 ~ 7.13) 12 5.26 12 5.00 0.897 2 2.56 22 5.64 0.399°
TR AR 2 0.43(-0.17 ~ 1.02) 0 0.00 2 0.83  0.499° 0 0.00 2 051  0.526°
E2=0ra) 86 18.38(14.85 ~ 21.90) 42 1842 44 1833 0.980 4 5.13 82 21.03  <0.001
RN 22 4.70(2.78 ~ 6.63) 14 6.14 8 3.33 0.152 2 2.56 20 513 0.556°
M5 4 0.85(0.02 ~ 1.69) 0 0.00 4 1.67 0.124" 0 0.00 4 1.03 0.369°
Zr s 60 12.82(9.78 ~ 15.86) 32 14.04 28 11.67 0.444 2 2.56 58 14.87 0.003
WEREGE ST =) 22 4.70(2.78 ~ 6.63) 12 5.26 10 4.17 0.575 0 0.00 22 564  0.035
7L R 8 1.71(0.53 ~ 2.89) 2 0.88 6 250  0.286° 0 0.00 8 2.05 0.363"
S PEIE 2 0.43(=0.17 ~ 1.02) 2 0.88 0 0.00 0237 0 0.00 2 051 0.526°
J TR S 8 1.71(0.53 ~ 2.89) 2 0.88 6 250 0286 0 0.00 8 2.05 0.363"
JE¥ N =932 120 25.64(21.67 ~ 29.61) 60  26.32 60  25.00 0.745 12 15.38 108 27.69 0.023

LE : "Fisher i I

222 JEEMBEHNSA I I ELER MPCV- 1 % 2 % 3 & AR 0 9.40% .8.55% .
ACYW135 J&,1 2% .2 9% 3 BA RN AR K AR 043%, 25 LA G245 X (,2=39.935,P<0.001),
530N 14.53% .10.68% .0.43% , HAFIGONA R, H 3 AR RBNRREL 5 d XPINI AR &k
MERAEFRZFAEITFE L ($=63.639,P<0.001),  REIH AR FFEEE R0 RO LLBE K |
RMEER] 4 AR R o SR i 1 9.2 ik &0m Jildm ESS , S e VB HE (55 .= 1) I FLEL
R 5N 8.55% 3.85%, HESAEASIT¥ENL  HFEEENEEFRAESRIMEES. W2,
(?=43.306,P<0.001), TG 3 A K I 5 4 B = v Hh

K2 WXL MPCV-ACYW 135 J5AS B SN & Az R A0 7™ RS B 2 ) A

Table 2 Severity grade distribution of adverse reaction incidence in research subjects after MPCV-ACY W 135 vaccination

R Lo 2% 3% i P
1% BHH(%) 5 BHH(%) % EAF(%) ] )
JRI R 40 8.55 18 3.85 0 0.00 43306 <0.001
A 2B 18 3.85 4 0.85 0 0.00 24751 <0.001
ER RIS 26 5.56 4 0.85 0 0.00 40.056 <0.001
BN 30 6.41 0 0.00 0 0.00 61310 <0.001
TS i 8 1.71 14 2.99 0 0.00 13.669 0.001
e IR A 22 4.70 2 0.43 0 0.00 37.643 0.001
TSR ek 2 0.43 0 0.00 0 0.00 — 0.333"
2 9ra) 44 9.40 40 8.55 2 0.43 39.935 <0.001
R 10 2.14 10 2.14 2 0.43 5911 0.052
&5 2 0.43 2 0.43 0 0.00 — 0.555°
Gy (R ) 32 6.84 28 5.98 0 0.00 31.757 <0.001
WEHECE 55 .= 7)) 20 427 2 0.43 0 0.00 33.618 <0.001
7L B B e 6 1.28 2 0.43 0 0.00 — 0.033"
S PEIE 2 0.43 0 0.00 0 0.00 — 0.333"
F IR L S5 4 0.85 4 0.85 0 0.00 — 0.141"
SN RN 68 14.53 50 10.68 2 0.43 63.639 <0.001

TE 5 Fisher BRI ; A ER 21 4 DA R TN ST, 2ehe AR
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223 AR KRN FRoA Bk Lok
) AN B & AE 25300 R 30.51% .20.69% (=
5.916,P=0.015), H v Jm3 5 W 19 & A 2 53 00 R
15.25% K11 9.48%(,’=3.589,P=0.058 ), 4=H L)%K
He AT IR 22.03%F1 14.66%( 2=4.247,P=0.039) . /~
(R P 90 5 i PR B e A 23431 L3R 3, FLrpBi T 4
(=4.592,P=0.032) . 7 i #5 (,’=4.586,P=0.032) 5}, H
¥4I 5

3~5Hik 6~11 Ay 12 ~23 it =24 H
14 B 58 X A R R & A R 4 0 o 29.31%
23.33%.33.33%.25.00%(’=2.778 ,P=0.427), A[R4E
W4 B TE: SR B i i (Fisher B YIHER 1, P=0.041) ¥
SRR FE (Fisher B VI A%, P=0.012) F1 % #4
(Fisher B EIMER 2, P=0.016) 1) &% 2% BH St
RN, WE4,

R 3 WL EA MPCV-ACYW 135 JEAS B 0 & A R 45 A

Table 3 Gender distribution of adverse reaction incidence in research subjects after MPCV-ACY W 135 vaccination

5% 8
AR i A% ke A (%) i P
Jry s 2 I 36 15.25 22 9.48 3.589 0.058
A 25 14 5.93 8 3.45 1.611 0.204
e IR Al TS 20 8.47 10 431 3.382 0.066
SR 18 7.63 12 5.17 1.175 0.278
TR AL S 10 424 12 5.17 0.228 0.633
e iR VAT 16 6.78 3.45 2.669 0.102
FER IR AT ST 2 0.85 0 0.00 — 0.499"
S BRI 52 22.03 34 14.66 4.247 0.039
R 16 6.78 2.59 4.592 0.032
M5 2 0.85 0.86 — 0.986°
T 38 16.10 22 9.48 4586 0.032
WEHECE 55 .= J)) 14 5.93 3.45 1.611 0.204
7L sl e 4 1.69 1.72 — 0.981°
JERPEAE 0 0.00 0.86 — 0.245
J R S 7 2 0.85 259 — 0.173"
AN RN 72 30.51 48 20.69 5916 0.015

1« Fisher B UIERL

R4 RN GAER MPCV-ACYW 135 JE7 B W & A S AR 4341

Table 4 Age distribution of adverse reaction incidence in research subjects after MPCV-ACYW135 vaccination

3~5 Ak 6~11 i

12 ~23 A% =24 A%

EN-3ra; : : : : P{E
T RHER(%) %L KRR (%) ke RHA(%) 1%k RHER(%)
JRI T SNE 10 8.62 40 13.33 4 11.11 4 25.00 0.221°
AR LLEE 4 345 14 4.67 2 5.56 2 12.50 0.324
RS b 2 1.72 24 8.00 2 5.56 2 12.50 0.041"
ez S 8 6.90 16 5.33 4 11.11 2 12.50 0.271"
TS i 8 6.90 10 3.33 2 5.56 2 12.50 0.117"
b WAL 2 1.72 18 6.00 2 5.56 2 12.50 0.094"
aRT R hva kS 0 0.00 0 0.00 2 5.56 0 0.00 0.012"
E=2=07a) 28 24.14 46 15.33 10 27.78 2 12.50 0.075"
R 6 5.17 10 3.33 6 16.67 0 0.00 0.016°
i 2 1.72 2 0.67 0 0.00 0 0.00 0.570°
Gy 20 17.24 34 11.33 6 16.67 0 0.00 0.136°
WERECR 5T .2 )) 8 6.90 14 4.67 0 0.00 0 0.00 0.389"
2Pl sl B 0 0.00 8 2.67 0 0.00 0 0.00 0.366"
JEPERE 2 1.72 0 0.00 0 0.00 0 0.00 0.172"
Je MG RS S 2 1.72 4 1.33 0 0.00 2 12.50 0.060
AN RN 34 29.31 70 23.33 12 33.33 4 25.00 0.427"

s P E R 6.909;" 2 2.778; Fisher #f UIER I
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1.2.3 Fil 4 5l MPCV- ACYW135 [ B A K 1
KAy 5k 28.75% .26.13% 16.22% .33.33% (=
4.658,P=0.199), AN B S R v, T 5 #8679 (Fisher
i YIMESI%  P=0.008)  filtifi (Fisher B YR,
P=0.013) X FgHE (3% 57 . = 1) (Fisher i DIAE 15
P=0.049) TEARRHERIFRIE ) KRR 2 A GETTH

B WS,

BefP MPCV- ACYW135 J5 <30 min.30 min ~ 24

h AN R & AR 53508 7.69% . 17.95%(,7=97.099,
P<0.001). HA, 325 <30 min 30 min ~ 24 h &6
AR KRR 5.56% .6.84%(,7=31.221,P<
0.001), M5 <30 min.30 min ~24 h.1 ~3d 45
AN RN R A5y 0 R 2.56% (15.38% .0.43%
(=106.525,P<0.001), ARMELRFERF 3 ~30d N
FIAN BN o [ T A0 e A 4 B PR A g
T I AEFE RN 5 AN R ] B P 9 R A 22 R A 42
R . WLk 6,

R5 WO GAEF MPCV-ACYW 135 J5 A BN & A R AR A3 A

Table 5 Dose distribution of adverse reaction incidence in research subjects after MPCV-ACYW 135 vaccination

551 552 FIK 553 FlK o5 4 5K
AR " e " R " S : o PiE
LGilke KA (%) LGilke KH:H(%) %k KHR(%) %k KA (%)
JRy I oz 16 10.00 32 14.41 6 8.11 4 33.33 0.051°
SR 2T B 10 6.25 10 4.50 2 2.70 0 0.00 0.681°
TR AT e ik 10 6.25 16 7.21 4 5.41 0 0.00 0.957"
SR 6 3.75 16 721 4 5.41 4 33.33 0.008"
A i 2 1.25 14 6.31 4 5.41 2 16.67 0.013"
TR A 2 6 3.75 10 450 6 8.11 2 16.67 0.119°
SR R 0 0.00 0 0.00 2 2.70 0 0.00 0.075"
4 B 34 21.25 40 18.02 10 13.51 2 16.67 0.554"
KR 6 3.75 12 5.41 4 5.41 0 0.00 0.887°
IR 4 2.50 0 0.00 0 0.00 0 0.00 0.068"
TR 20 12.50 30 13.51 8 10.81 2 16.67 0.911°
WEREE 55 .= ) 14 8.75 6 2.70 2 2.70 0 0.00 0.049°
LI S 4 2.50 2 0.90 2 2.70 0 0.00 0.438"
SRPERE 0 0.00 0 0.00 2 2.70 0 0.00 0.075°
F IR L 5 2 1.25 4 1.80 2 2.70 0 0.00 0.769°
SR BB 46 28.75 58 26.13 12 16.22 4 33.33 0.199
VEs A EHA 777750 2 R 2.0905° 2 {EH A 0.536;" 2 {4 4.658; Fisher MrPIHERE:
R 6 WIFTGAER MPCV- ACYW 135 Ja A KRN & AR R 14 A Az It a) oA
Table 6 Time distribution of adverse reaction incidence in research subjects after MPCV-ACY W 135 vaccination
<30min 30min ~ 24h 1~3d
ENEYSA . . . - o S 2 P
! Wl RERw) | W Radn) Wk kawen LW H

JRIT R, 26 5.56 32 6.84 0 0.00 31.221 <0.001
TR 2T Bk 3 1.71 14 2.99 0 0.00 13.669 0.001
e LA S 12 2.56 16 3.42 2 0.43 10.627 0.005
SR 12 2.56 16 3.42 2 0.43 10.627 0.005
SRR A 8 1.71 14 2.99 0 0.00 13.669 0.001
bEs R DA TR 6 1.28 14 2.99 4 0.85 7.122 0.028
TG A ek 0 0.00 2 0.43 0 0.00 — 0.333"
Eoa-graa 12 2.56 72 15.38 2 0.43 106.525 <0.001
o 4 0.85 18 3.85 0 0.00 24751 <0.001
&5 0 0.00 4 0.85 0 0.00 — 0.037°
Ty (5L ) 12 2.56 46 9.83 2 0.43 55.575 <0.001
WEREE 55 .= ) 0 0.00 20 4.27 2 0.43 33.618 <0.001
7L R 0 0.00 8 1.71 0 0.00 — <0.001"
JRPFAE 0 0.00 0.43 0 0.00 — 0.333"
J7 RS 0 0.00 8 1.71 0 0.00 — <0.001"
AN RN 36 7.69 84 17.95 0 0.00 97.099 <0.001

T 5 Fisher SHTIMEAR M s AEER K AL IS 3 d LA AN ROROSEFF , A v RS 5 s B RN L 4B BN BN R BN A9 R R A T
SRR} Y 2RI, 1 A4 WSS BRI R SZ RS, ELANIR] S0 A A I TS ) A AR BB A2 LR IR RL A, 20 4 A AFTERF RAEIER S 1~ 3d i)
IS R AL REZE , {EL Py T A S L A i) 1 0 0 T S A P, T LA DA g 3 B, s A RS A A R ] o JFG A A B L A I ] B A
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TMRVE R —Fh Sk A i 28 2R GE R R L o
FERENIE 6 %o~ 10% , H. 7 AN IR 80AE (0 #6447
AU R ) B P REMERD, 4Bk 76 A~ EI SR A
BRIEZEH A B R e k], Hrp 68 NEZREHA
MPCV, ZEHE ., MEAF WA 40 ZAHEEXE WA
MPCV-ACYW135 81 A% BF 55 X B 31| 2 1) X 422 A
MPCV-ACYW135 (A R AT 1 =8l

ZEILR I, WFFE X B4R MPCV-ACYW 135 J5 i
RN BRI R A%k 25.64% , R T2 i TG
PRAREROZE R (21.5% ) o JEBAS KR () & A2 2R Hy
12.39% , %5 T 31 PRI 3 0145 5 iy, 4 By S B R
A2 18.38% , 5 NI RIS 45 SRS, HIEIE
SRR S R RN 4 B AN KR KA A R T
RE A A0 LR A7 A 25 B 2 (tetanus toxoid, TT) A #k A
) MPCV-ACYW 135", DL K LA [ Mk 8 25 1) TG 8528 5+
& (crossreactive material 197, CRM197) A 3444  th & ==
Z A F AR MPCV-ACYW 135", JRi s i v
LR S B Bl A2 & AR Rt e, 4 B RV 2
R R B SRR g R, A R
BRI RN B ki, FLM AR A L 1 Gk
A R RN 3 GO RN YA R, TG 4 R R
JNE A, F AR KR AR P B ok 32, 5 R ) 28
JEATST K —H2,

REFLMR SRR KR &2 A2 e Re 5 Hoth
REWT IR BT ARG 2 4tk , S TRIZm ) HoAl
PEH W FT 45 -9 & 78 MPCV-ACYW 135 Ay
FRRENS 55 B2 LRI A Rl m & U E H
AULERE AR B LG T , R R b
AR, BRRE SC I R H AR, RB ST 2 S E Ik
DR BRI HLA I FE R o B SN L 4 Ff MPCV-
ACYW135 J5 A R FE R TR 24 h N, X
LIRS 30 min ~ 24 h & E 5w, ST
IS I — 209, R, BREEFP S 30min 0040, /i
3 d JUHIERT 24 h X2 R 1 (R VR A

BRI G BN RO KA R Tk,
FRAE At L8 v 2 h W >R & B 22 5509 n fig
FERRT G ARSI AN R AT 56, MPCV- ACYW 135 119
T8N AT W /0N 10 S R 4y L i DR | e B 3%
MR, FRRSOWEEHE RS KRB R R
N BEAR , I A BT R B AR e £ A
BEEN RN KA e T e, T RE S B TR Al
SLORE R e, S B AR R N R T, (BN [
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