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[ Abstract] Objective To evaluate the safety of a group A+ C meningococcal polysaccharide vaccine
as part of a phase IV clinical trial. Methods The study area was divided into 108 clusters according to the
principle of cluster randomization, stratified and paired sampling methods. 54 out of 108 clusters served as
observation groups were administered A + C vaccine, while the rest 54 groups were administered Vi
polysaccharide vaccine. An adverse event surveillance system was established to monitor the adverse events
following the vaccination campaign. Identical form and methods were used for data collection to investigate
the adverse events following the vaccination of both A+ C vaccine and Vi vaccine. Results 34 543 people
were vaccinated, including 18 167 of whom received A + C vaccine, while the other 16 376 received Vi
vaccine. The rates of immediate injection reaction and unsolicited non-serious adverse events from A+ C
vaccine group were 0.44%o and 0.38% while of Vi vaccine group were 0.79% and 0.73% respectively.
At the solicited adverse event survey on 3-day-post-vaccination, 1239 vaccinees were followed-up including
771 received A+ C vaccine and 468 received Vi vaccine. The local injection reaction rate of A + C vaccine
group on the 1" day was significantly higher (3> = 13.98, P=0.0002) than that of Vi vaccine group.
Neither the local injection reaction rate nor the system reaction rate between both groups was significantly
different on 2™ and 3™ day, post vaccination. It was not statistically different when comparing fever onset
rate between those who received vaccine and those who did not, in each vaccine group. There were no
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serious adverse events observed. Comclusion Results showed that the side effects of A+ C vaccine and the

Vi vaccine were mild and safe for vaccination campaigns targeting on populations at different age.

[Key words]

vaccine; Cluster randomized trial; Side effect; Safety evaluation

RAOUEREHER (AR XK, REER.
B R R T I B A R R . 20 HHE4E 80 4F
RETEMH ABRBERRELSHZHLOR, RE A
BEREEMRRERRIBE TR, LJLE, FHE
ABREMCEINKL, HERBHX B AR LR
7 R RE R REH C BN R RE T R
WA, 2002 4E A+ C B BR R IR ZHERZE (A+C
PR R R B TR ERERTEH H
TWHMRARBEMA+CBNERREZ R M
T4 ,2005 G RATHE PG V8] it 7 7 FH 5 2 i AL
BABMHRFENA+CHMBERRE SRS
KAEEMOZ2ERTTAGEZ ERRE
wmF,

XRE575E

1R MEF X &  BE E R A&
WRILEE (W) MARILE CRA) AR A, WE A
A2 14 7 Ao A 00 B 4R s 38 X 48, ) A ot 380
BB RS (GIS) HA 4 BEBE L X R 5 J2 B Xt A9 7
BESBIITEMARILER S R 108 M4#, 54
BRI MR A KT ALY R R
XA B AR B0 B AR S B R A T
W AR R 54 MR BN E RS~
62 % BiCEME LR (BT HR<37.5C), B il
B, 28O JFVE R ORI R R
B, Ad8EE, 20,28 WAPALSHEHE
ERR. BgHkiRsr 7 M ERPL, B MPLEE
2R, —AERA+ C BN AR E LR
B, —REMGE VRS, SEEMMRETH
BRESH. BN M EMFLEE2~-3 8 EN. #
FSCiE B B3k 2005 4F 8 H20-27 H,3E8 d,

2.EMMEMNANSER . ARAGEKLE L
TRTE%XAOEEHFBL T AOREBE, TEE
BEMMERYE Y —MRRS (ID), @it
BHNEAEEERN ID S, RS —ZATkERM
ERER TR AP XS NLF % & FH2%, RE ID
BTN 5K B 10 R PO K i AT B AL

3RE R A+ C BB RRE SR, it
5 20050610 ; £h%¥ Vi E il , #5 K 20050402, B

Group A+ C meningococcal polysaccharide vaccine; Typhoid Vi polysaccharide

BB 22N A ) B S BT A SR R AR U
WA

4. R R LRI Y -

(D)— B AEF MR R, 25
R AELEH (R T EE=37.5C) KK . L2 .E
O TR R TS S B SRR R AL ; B R N A
TS, ERAR0.5 emHI ERB,0.5~
2.5cmAHEIN,2.6~5.0 cm HHFKRH,5.0 cmbPh
ERRRNL, BERH AR RA TR B REE K
B AR RFESE ., —EBEMR NI ERE SN
% —BAANEWIEFE BEES RN EFHE
BB =R AN ER B EEISN 'YW, RA
AEENFEER BHEED,

(2) = JU L : 6 7T BE o B2 b P B9 R BE IR T
5% FET,

()5 % B FE R T B B0 5 — ik S i
JiR MG R R LA [R] #) B

5. BB M EMTT L. ,

(1) K& BN %% : SR BT A B X R b o
HEER W22 15 ~ 30 min, B 3% 50 B\ BE 4 #EFT
00 R BB R R N K R B b B IR R R IR N R
BE,

(2)— MmN W S5 VA2 AR B
WS, FERAEE . RE. REAETBIE, N
FEMEREXEFARBRERR KM, BIREZA
#ITEA,FEERER,

(3) B Fp R = B LEE R BV B4 R R 5
R ERN RN EMBEN R, B G ELE3 T
BE 7, IEE S L o

WOHraErNENSRE:OEREERE . &
BME L AW,TE KW BTE B ) 217
&, LA RS B A R B B @S T
FEEEE B CEIREEENRENMEMNG
LNARMTA TR BT A, @Ak P
BERAERERD . FAREWETE THEAR
Bk HEE G — R

GC)BAEMEE - NEEBNR(FRERIEN
S8, WA A ) AN ERD 3 BUN 5 R AT IS

(6) & # Mo . 1) A B B o7 DA K BT HLA o



FAERIT R R 2 2007 £ 5 A 28 %5 58 Chin J Epidemiol, May 2007, Vol. 28, No. 5 + 419 -

ERGEEABMREXN THEERNE 2 AR ER
BSRBIBEAT W, DA R SON TR AR, LA B Rt
SHMAREMENERRLE,

6. 55112 43 4 : 8 A Fox pro 6.0 PEMS 2.1
G HAT ST T

g =

1. B R R RT £24£02 476 A, E 4 B
H44 054 A, 3T FRA R H48 422 A, MEH L
18 167 A, R E K41.23% (18 167/44 054) ; %t
BASCRRIERL16 376 A, B Fh F 4 33.81% (16 376/
48 422)(F 1),

1 MEEMRAEFN RN RER DA

A+C s .
g(ﬁ;fg ggggaﬁg HEVIEY At
T ) &
S~ 937 845 832 742 3356
10~ 2184 2226 2281 2158 8 849
20~ 2977 3 599 2 580 3252 12 408

44~62 2443 2 956 2119 2 412 9930
it 8 541 9 626 7 812 8 564 34 543

;3 AR S

(1) & HeRp R BT - 36 W 5% B 2 & e 2 9 )
21 B P EERA+ C B IR R BR B B 8 1,
BNERRISY BREBRNSLZ, B 1H],&X7
Bl ERMGE VIRE 36, B/NERRA T S, &K
ERMKSOZ,BAH, LB, A+CHBMBERRE
ZEBEEHEREM RN ERA0.44% (8/18 167), 15
FE VIR ERER RN RNHNO0.79% (13/16 376),
FHBEREMERNAEALERENEREZTEEX
(y*=1.77,P=0.1827)(% 2),

2)— BB R BL A 19 61, HPERHA+C
BEMERREERAERN 7 6, EMHGE VIEEHN
126, A+CHBERRASREHERN RN EN
0.38% (7/18 167), i % Vi B Hi 5 0.73% (12/
16 376), Wi —MEMR N R ERNERFERIT
FRX(Y=1.89,P=0.1686) , L% 2.

G OEMRNMFHME: XBHEHNR
1239 A H &M% Vi ER I 468 N, EFMA+C
HRERRESREEN 7L A, A+CRRBER
RELHENENEE 1 XRBRNMEERY
15.06% .55 2 XH~0.13% ,583 KN 0. L1 XK
TWIE AR AL 75%, 40 MR B R 3.11%
0.77% . EHEFL | X2 FRMWEREEN

1.16% ,% 2 X K70.39% F58 3 X K0.13% (F£ 3),
%2 BERNMRNREBEEHER.—REWRN

150 B B L (% )
i Vigl At Cﬁgfgﬁﬁ
BRRE “aemm mER  AREW  —RER
RRi(n=13) RR(n=12) KRB (n=8) RM(n=7)
R EER
a - - 1(12.50) -
A 2{15.38) - 1(12.50) -
] 2(15.38) - 1(12.50) -
- 3:3 2(15.38) - - -
FEAE - 1(8.33) - -
2 HER
R4 - 6(50.00) 1(12.50)  4(57.14)
R% 3(15.38)  1(8.33) - -
34 1(7.69) - 1(12.50) -
B3] 4(30.77)  2(16.67)  2(25.00) -
*& 6(46.15) - 3(37.50) -
zZh 1(7.69) - 1(12.50)  1(14.29)
L J:3 - 1(8.33)  3(37.50) -
E 243 3(23.08) 1(8.33) 1(12.50) -
320304 - 1(8.33)  1(12.50)  1(14.29)
18 9% - - - 2(28.57)
i - - - 2(28.57)
METHE  1(7.69) - - -
B 17 1(7.69) - 2(25.00) -
at ] - - 2(25.00) -
BB 3(23.08) - - -
BATE  1(7.69) - - -
HEML - - 1(12.50) -
qdHEEE 1(7.69) 3(25.00)  1(12.50) 1(14.29)
FHAft - 1(8.33)  2(25.00) 4(57.14)

BEVIEENE 1.2.3 XFBRMAHH
7.90% ,0.42% \0.43% , B RBFZH ALK &
MEFE 123 XK2ERNHEEENL1.49%.
0.42% .0.21% , RAIZEAR R K B B FFE =
B, BREMES 1 RA+CHNEARE ZHE
HAMBRRNAEREHRER THE Vi
(¥’ =13.98,P=0.0002), R M HBEMEH 2.3
XU BBREMAE 123 RSB NN EE R 2
RHEEHFE L,

(OFERNAESEHAE . SERHE 1A
KA R B 1 (857 1) AT v 2, H ok 49 il %
HEMRS IAEMESE 2 XFREAH L AEES
B2 5, 2B MBHE A2 FIA" LR
WO, EERA R, ERESREHEMNLR KA
6 PlEBERAAEREEETENIMG BRB 8K
REBERHERLX, WENS~62 ¥ EER



. 420 - FEWAT RS2 2007 4 S A 28 %% 5 ¥ Chin J Epidemiol, May 2007, Vol.28,No. 5

R EME 1N AWE 28 GISET , M HESTT
RERMBEDT, R RIS TIRGI SR AL FAAR
AW 3 GIRSMEF R, SN EME R B,
Hop 2 Gl 58 Vi g 1 BIEF A+ C B B
REREEHEH, 2ABITRRAZBEAR
SR o

£33 FHEEEMEIJHETLFRAER
A+ C R A R
EREH

HEE Vi

X ki
467
463
468
466

B
B 28R
(&) AR
1 769 1
3 767
4 766
3 767
0 770
2 767
1 768
0
1
0
0
0
0
0
1

#H
1 E# 1

Zh 5

B3 0

BEEER 2

2% 0 468
2 R# 0 468
zh 2 466
B3 1 467
BEEER 1 467
LEEM 0 468
3 R 0 468
Zh 1 467
B3 ] 0 468
BBHEER 0 468
E2-t.31 0 468

769
768
769
769
769
769
769
768

R R = I = - R R i A - = =1

NN RN N D RN NN = = = e

(5)#EFh R & MW 2005 48 H 20 HEI 9
A3 B#E, EFE kAL B E 1438 4,58 1L ID
ERHIN, B TR R & a2 B &3 310 41,
A+CHMERRESBEEHAS, FEMET A
RE L E N 0.33% (60/18 167), RIFEF B K
0.42% (109/(44 054 -18 167)); ¥ Vi EHA P,
FEMEMEARLBEN 4 6, AL EN
0.27% (44/ 16376 ), & 4% F # 4 0.30% (97/
(48 422-16 376) ), AT A ABEM K AL I
ERTHEIT ¥ BN (Y =0.43, P=0.5105), #F
EPHARARLENERBREHEB L (=
1.08,P=0.2962), W% 4,

T4 FABENEMRERRSRFG T

RARL AR
Gl B RER &it
A+ CHERIBARE ZHEH 60 109 169
R VigH 44 97 141
& it 104 206 310

(6)BHRA AWM B R RH M S 6,
EhEMGE VIEER 3N, GE VIEHEMNR
HWRMEERK18.31/10 T;A+ C BEMERRE

ZHEREEHB 2 M. AFCHBBEAREZHREER
WRMEHEER11.00/10 T, FERLNEERRK
KA FEMEEE, RERNEERREZEME
15 min, BB EEMEE 6 K. B 1HIELKEE
B8 doh, KR4S hA 2K E

Wi

AW A+ C BN 4 TR 2 W8 08 1 K ALAR B b
5 WREE A5 98 Vi B 1 g of B, 3 5 I R A B B AL
STBABR T, BERBAMMBA, EdHER
IO LB — e R BT M R S 3 AR R
RiEF YW AERE TN REFERAE
PG & A48, X R B R R BEHEAT T 2 RS
H 1A o

HBEAREBAEEE LSS FTREEFREY
R RN, E SR R e, WA R L AR E AN K
ME RN RRERES . QRSN . AR 4=
KBRS IF W 3T T 4 w8
BN RBEESREEAENRENOBMAR
FrAEEMEARYRE YA RKERERRNES
AR ESSESHMHS N T RLBEMEY;0% 4
VEST A8 ST SERE T R, BOR T A R T IR
WELESEFHT, BN ENARET -2 UE
B X EAES R ST RN EQNERE.
2R Y BB R AT — 45 B R b B X 5 4 S o
AERES HORILBN BN E S THREY
B2k B T BB 5 A A R RS BT, DA AT A B
S 0 ol X Ak R AONE e  BR FR  R B

FHACETHER DR EREETER
B¢, B i 1 3T BT 2 o7 e o 5 B e O e B Y, M
26 B WAL B0 J )45 LA S B 5 R, 7 0 I 7 0
B URELEER T IR ERE — 050
Pt

2% YR VR B B T R R T R R — iR
J5 7 B % R A — B {E 5 — R R A I,
RERMIGERERULEMERRD T, LB TR
A1 i PRFR TN, T — A HE R 52 1L 9 15 PR 22 B0 1A %
HEZWKIER T, EUEEEELUETRF, £
KB EESE2 dER3 d 3 30 W I 7 1k 17 1
R REE A IT 3 WA B B 2 B R BB
R W E A RR R  EETE TARR
H B — AR R R 3R, AT BB R B O A R R B K
MRS, ZHUMRESTHRTREERESHA



ARMATIR S 2 & 2007 4E S A 28 #4551 Chin J Epidemiol, May 2007, Vol.28,No. 5 - 421 -

b S T, oF — 26 [ O A A AT LA 22 3% G AR
WHBTIER . AFTH A+ CREMRRRE L
B — P H R S A W R (L B 2 ) B R AR
S LOLE N E R A BT R MRS

X B B B RN A E R AR F R RE, A
EEAEH M, KRB 5RE R W17 R 5 B HE W P
M — A EEFN, WAL WREM SR
HEAP AR I BI R DL R A R LIRS R HRE RTRA
BE Tk, EEROBATIRER RIS, X TR
R B S Y DR AR R AR S TR B JIE A A e, LR S
TEIR BB 5T 77 9 AR T o B ALt R Yo R BT 5T | BA B B
AP RB R EELFEM AR T
BARHRE, BASARE, HRREWREMRK
R R R Z — , AW LA R BAE R, R R R
W R ot BRI 5 O 3 4 A ok LK 41 5 % R4 LB RN
BHERMABEMERBRERATT LB
J& , PIRR R E R AR AR A0 AR R BV 2
BHERYERRITEEIGA+CHRNBRRE S
BRECEMABROERARSRANGE Vi RHEA
HE, ZFRBERITFEE . ARRERERY, RE
BMEM3 dESME P A+ CH MR R RE LW
BHHEMESE 1 KABRANEERADH THE
ViR A, HRBM RN R AR (BEE M
BLRE EeFh % SRL R B R S5 ViR E
REGIFEL o A+ CBFIBE 4 2R £ 0 52 1 1E

FMES L KRR AR A AE N E, 2 X
JE AER LI K. KRR ER A MEMT R
e,

ABFRI, A+ C B R IR 08
JRR B & B B R R RL IR B, R0 R L R AR, S5 5
ViZEMAMN, A RENZ 2k, TEARFERAAN
BT A+ C IR 48 3R T8 2 W T B R AL A

8 £ X W

(1) %%, THE B RERTERSHBERNRTERK
Wi 4. 5w MR ,2005,20:169-170.

[2) EMF i, BIRE, % ARBILRREGEEEIRNES
H R IR . R RAT R F 2 &, 2005,26:97-100.

(3] ##, 5+ 8,NFH,%. Ok FPRMFE T 5~60 % FETIRH
AT EIPAE L R 7. p E 9% D4 -4 ,2004, 18: 19-20.

(4] MaE, FHEE, BFL, % BEERTHBRENBEEBRKR
BL5 S R EE . A E A Y 2, 2005,18:69-72.

[5] B, RER. A RMBERRELSHESHE KRR —
ZAENERE . AABBTES,2004,31:60-61.

(6] #USCHY. WO R A R i 4 R B 48 T T T Bl B %, 2005,
17:63.

[7] BT, RE2, BXE, S A+CHMERRE ST Y RER
RV . oF E A Yk i 23K ,2000, 13:249-250.

[8) k&%, {T¥TT, B, A+ CHBBRRE EFE Y SR
B2 BB B S 9 4 A, 2005,21:185-186.

(9] FHEIT FEHBEMEARRMYBERXRIVE. BIEXEYH
4 #t,2001,5:214.

(B H B9 :2006-12-15)
(B CHE HKHR)

- fiE A 38 0 -

EAEEERTRERENBZENENRE

EFEUWFERSUEX

HEERTREETUZRENLEEGEYEERXEVERSAREN FFEEHERMEYRTHIFARTEAE
WENEYELERERLBRERINENLELERTRIRENBLEEVAYREEF T U ERSUME T 2007 £ 8 A
THEPLEBRHETEF.

A RBESWHERATRAT AARNLEAFEES UL AREERTRENGEYREBESFEHHTR
RE, TEESRATHREOHEL FHEANFER FEYEXRENHARENBFT RS EEMIEE AFE A RE,
EFEAEENTRSER. KEAZSHHEAFXERTMEXETITE, RANKB LB EEREE LRR, FUATK
URTREER BHEYEEEF LT RANERLTANRASHERSN, AN KESRTREFNGEYREEEHLNE
IR AABRBEUHTERXGHEG=RER.

EXER:ORFATFRENLE XA IHE(HER 400 F); Q& A EH B R it (& FTB #7875 Email) ; ©F
MEXBRMEMAEREOBRFAMN2007F7A 1 H, #MIFHF: 100071 L EH ERX K KE 20 S HTB KA H K
(M) s B FRB R : hanxn929@126. com ; Bk 7 8 1 :010-66948668 (31) ,0201-948668( FE LR )

AT 4 830



