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HE : BHH sTE W W% L5 A 6 st 7R L350k (HAV-IgM ) A& X 5] 3 AT S8 3R
Tk WL HAV B oy i dna, vA £ BMRIZA 5] 0 HAV-IgM XA M 4 RAF A 247, b w s
Fa 2y 2 e R A PR 8] e Al T TR B A A KA TR T AR 8] B AP A ) HAV—IgM X7 69 BB 1 5 e a i
F HAV—IgM XAV AL / 16748 (S/CO) #AE M 5 M F M HAV-IgM XA 09— 8k, ER 74
HAV—IgM # iX.7) A= 3 3k HAV-IgM A& 35X 5] 69 BB 5 51 7 94.3%. 97.1%, HFFHE5 514 852%. 91.3% ; 7
I, ik 5 AR HAV-IgM #mliXF) S/COMMA A% (r =0.597 = 0.541, 3 P =0.000); 7 4. ZHik 5
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Sensitivity of two immunoassays for detection of Hepatitis
A Virus immunoglobulin M

Hai-ying Zhang, Zhen-yu Wang, Xiang-sha Kong, Ying Ji, Ling Zhu, Lai Wei
[Peking University Hepatology Institute (Beijing Key Laboratory of Hepatitis C and Immunotherapy for
Liver Disease), Peking University People’s Hospital,Beijing 100044, China]

Absract: Objective To evaluate the sensitivity of two immunoassay kits for anti-Hepatitis A Virus (HAV) IgM.
Method On the gold standard confirmed by assay-Abbott HAV-IgM, the sensitivity of the two kits for testing HAV-
IgM in China were evaluated. The correlation of S/CO value of the two kits with Abbott HAV-IgM were estimated.
Results HAV IgM had a sensitivity and specificity of 94.3% and 85.2% respectively with Wantai test, while 97.1%
and 91.3% respectively with Gaoda test. HAV-IgM (Abbott) showed a correlation of S/CO valuewith HAV-IgM
(Wantai) test and HAV-IgM (Gaoda) test, respectively (» = 0.597 and 0.541, all P = 0.000). HAV-IgM (Wantai) test
and HAV-IgM (Gaoda) test showed good consistency with HAV-IgM (Abbott) test, with a k-coefficients of 0.648
and 0.772, respectively. Conclusion HAV-IgM (Wantai) and HAV-IgM (Gaoda) have good detection performances,
which provides important reference for clinical detection and seroepidemiology statistics.
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SKIGFAE, A5 PIATRIN HAV-IgM 1208 A BUBMEA

PERELFIY HAV i2Wia7], XF HAV BRI 2L,
HAV SZ 56 %K I 3 Z AL 5 HAV-IgM A1 HAV-1gG %
PR, HAV-IgG FH M 3¢ B A8 5 BE AR SR L i HAV,
HAV-IgM & FH T2 HAV B age i g hnai s
AR HAV KrilliaR A8 2]z i, (T AN
HAV-IgM A 32550 1) SO vk anef 2 H i AH S 98 8¢
Ao AR HAV ST S50 2 R0 0 5T s i, o
R 25 SRR v, LUSOR AR R I3 07 T
FPRAERRRAE S, ACEES T E N
% bR T 2 B HAV=IgM Rk, 450 H

1 ARSI

— g Bt

VEHL 2015 4F 5 H -2017 4F 6 HiZbestie 1y 5E
S0P HAV B T2 M B B VSRR 196 fi], JL
H, Bk 108 ], Lotk 88 M4 5 AFHS 11 ~ 84 %, i
43 % BBV E N T m s I, HYHERR
A TR TR SRR I B
1.2 RAFI S

HAV-IgM &5 il F 78 i 4% 995 B 1M Bt 14 A6 I 3
& [ fb2e ZICRUR F R BER L ( chemiluminesent
microparticle immuno assay, CMIA ), #t*5 : 723661100, At
E{Y#H ARCHITECT i20008R, ZEFEFER /A F, SICO K
0.00 ~ 0.79], 4 S/CO < 0.79, [ EHRASE FHINFINE |
S/ICO 4 0.80 ~ 1.20 J& HAV-IgM 57 46 I K X 5 24 &/
CO = 121, {UEHRELEIRFBAME, 778 R 489
75 IgM UK IR0 & [ BB 52872 (enzyme—linked
immunosorbent assay, ELISA ) |, 5 . AM20170609, It
W BEEWE D BARAT R, KK 450 nm, FH
PN R SG R ( optical delnsity, OD ) SEI{E = 0.80,
FAMEXT IR OD (- FAA{E < 0.10, FEASIG FE ( Cut—off ) =
BT IEAL OD 4ME x 2.1, JUFEA OD {H >Cut—off {4
B bt ik F R R B TeM B A )
(ELISA), 1t%5 : 201707006, Jbam#RE A EYIHAR
BIRTALA T, KK 450 nm, PEEXTIE OD {HF
P = 1.00, BAMEXTIE OD {HFHIME < 0.10, Cut—off=
0.7116, JUFEAS OD {E >Cut—off {E R BHE
1.3 Sit=FH*E

Bl bR SPSS 19.0 Gei T4k, WL aIEdE L
R FAMSTAEAS ¢ K36, AHSCHERE R ] Spearman AH
KAIHE, —BERRER HH Kappa K286 7047, P <0.05

1.1

ERAGHFE X,
2 #R
2.1 TR HAV-IgM 8B Fn4s i

HERE HAV-IgM FHYE 35 4], 548 HAV-IgM FHE
58 4, fRiik HAV-IgM FHTE 48 il LUHERE HAV-IgM
R e hniE, TR ANEIR HAV-IgM R8s |
Ferrk. Wk 1.

JrgE . ik iaan SRR A I HAV-IgM A A6 i 45

£R1 FHHAV-IgM i FIE M EEE DT %
5%l fURPE RRSME PHMETOUE  BAMEETAE
ik S HAV-IgM 94.3 85.2 58.9 98.6
ik HAV-IgM 97.1 91.3 70.8 99.3

RA—F bR, o 1 BHER: HAV-IgM BHPE{H
SICO {HEAK (1.30~1.47), Ji % Fl ik HAV-IgM
B 5 1 B 55 HAV-IgM BH P, & 35 HAV-IgM [H
P, J7 % HAV-IgM BH 1 5 4 Ik 5% HAV-IgM JK X
(0.80 ~ 1.20), Ji & HAV-IgM FH 1 {H S/CO {8 % ik
(0.50 ~ 1.10), 75k HAV-IgM FH 1 {H S/CO {H 42 ik
(0.80 ~ 1.10) ; 5 fHERE HAV-IgM [, J1%& HAV-
IgM FHAE, Hidr 4 41 S/co HEAR (3 >1.00), Fiik
HAV-IgM FH 115 S/CO i R 55 B (0.75 ~ 1.00) 5
14 FIFER: HAV-1gM BATE, Bk HAV-TgM BAtE, 74
HAV-IgM [HE
2.2 W HAV-IgM S/CO fEHE %1

J7 2= A AE B 3 5 K ) HAV-TIgMS/CO i A1 5%
(r=0.597, P =0.000) ; & ik F1HE 5 3 5 K i HAV-
IgMS/CO {EAHE (r=0.541, P=0.000), WK 1, 2.
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2 BIEMAEELFEN HAV-IgM S/CO & kML
2.3 ®F HAV-IgM &K 57 — Bt bb

Kappa ZEURBUNT , <0.00: %4 —2PE;0.00 ~
0.19 : PARAY—FHE 5 020 ~ 039« — ey —2bk ;
040 ~ 0.59 : "PAEM—FE ;060 ~ 0.79 : = EH—
P 5 0.80 ~ 1.00 : JLF5Ee—E, J1Z8 HAV-IgM £
I3 75 55 A B HAV-TgM 2571 55 5 — 2 (K =0.648,
P =0.000) ; ik HAV-IgM IR S5 HER: HAV-1gM
KR 70 25 B —3 (K =0.772, P =0.000 ), VL5 2.

x2 T HAV-IgM iRt ¥ — Bl Eb &

HAV-IgM ( FfEss )

K2R Bt
PR [
HAV-IgM PP (J7%%) 33 23 56
HAV-IgM [P (%) 2 138 140
Rt 35 161 196
HAV-IgM PHM: (Fik) 34 14 48
HAV-IgM B (@Eik) 1 147 148
B 35 161 196

3 ifig

P Y T 4% 2 e 53 P N e o AL ) S P 2 P AT
R, W ZEZENAR DA RS - BE
B - NIRRAEHE, s dokii, gy kg %
AT, WA S E AR 1 AR
152 50 32 W1 E BEALRE ELISA . CMIA K fb2# &0k
)28 43 01E (electro chemi luminescence immuno assay,
ECLIA ) Kl 7% sF HAV-IgM. HEE; 4 H shik % &
SCHPE 53 T AR AL 252 KOG IR B & S S HOR HEAT
R, BA U R s TN R A

5 A AR RO CARE S AT AT R O, FE I R A
AN, JRANRIE R HAV-IgM 445
YE [12714]O

AR, mkiaGR EUEE | R T
T2, Rk iR 7 2R 24 A v v S T
i W R BT %% . ik ilin] SR HAV-IgM it
I SICO BRI 5 Tr 3. mikialih 5 R )
YA RN —8 . Bl PT AR A R A 2 W
FURTEEPE, S PRAG T30 228 R 4 AL 08 22 (4 i
] P A 5 X6 I R R FH A 8 P 5 A I 9 2B A 7 L
B, RS ™ P A R ECLIA J5
R A ) TR A A R F Y ELISA J5 246 I
HAV-IgM, &3P R RINEE S0 — B, % F9E
f8 ] ECLIA J5 ¥ AN 8] T 28 5 W55 O RE 1S CMIA 5 ik
PA K ELISA, HYEWON 4 " &5 HfE B CMIA . % G
ECLIA K AEEPY ]/ F] ) ADVIA Centaur 4= H 31k
22 RNCAIE T RGN HAV-IgM, &30 3 R kA
2, X 16 BRI —BUEs R, HERE R
SRKIX, AR R R B

[ Wl o o a1 PR 37 N 7 S 2 79 N R B
ZERA—BIIEOL, ANHEERA B SR BAPE R T RE
SR PRATIN 11 PR A2 W BT I35 A 7 27 18 A g
BEPEAR I R T T Il R, Bl S Y S R,
ELISA VA4 S Ukt &5, B 5 i AdE, % % ECLIA
FesPELr, MR ARSI IR . AR A, BAR
PRSI HAV-T2M %504 A — B a5 5L, H 7]
Kl 1 S/CO A8 A5k, {H HYEWON %5 "™ L %5 i
i CMIA. % [T ECLIA V4[] ADVIA Centaur £ ]
HAV-IgM B S/CO EAFHFE

TIZ% . kiR FI R ] ELISA B4 HAV-IgM
ELISA JEAG I HAV-TgM B FHM: Y 25« DFER
MBHF, A SR M S S n T, #iT
FCHAV-IgM BFRPE " QFr AR, PRy
2 11 370 = 8 N1 YT (1 s Rl S 3 o
P D5 R 225 SR 5 AR BEE o Ay B ARSIl e PR PR 23
A RFRAESOFEHE (3000 r/min ), FERKARAELOH
&), EHTEEIMARATS ISR 043 15 . ELISA 3k
G LY T ST B R 3 o Ve e e = e B S R
W2 R NAL, By k= AR B

g bprik, EWNE PR HAV-IgM £ IR
AR R A — S, TR IR L= ) 2 N
L HAV 2 A 700 3R, B 1k F B R A T
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AR 1M AR B T, PR ARSI R
A —BINEER, X — a5 Rl feift—2
WFFE, LRI RASI . I RIS W B AR I A T 2
PRI e 2 AR T E R R 8, g — Ak
HAV-IgM 119 faUR A B T2 Wi AN LA () HAV ki
R FAE ) HAV BRSO .
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