« 3006 - Ete i E ¥k 2022 4 12 A% 43 %% 24 3 Int ] Lab Med,December 2022, Vol. 43, No. 24

HHEFFFEEZNRSEKRN HBsAg #1 HBeAg IR o4

B E, e RARZY.w Fa oL EZlT!,
+ BLCERAE . Fesl T O
1. BHREFHRFRBE I LERALA, L E 100038;2. AHEHKRFEFKEZ,
b 10003853, P E P EAH F A EK, L F 100040

H E.HH KA BAABARFARELEAITZER TAN LRI L HAEEL @R (HBsAg) f= T A A
KmF e MR (HBeA Wit 5 T AR M A AN F AR, AE ZRAAWNEARBRE, Ak A—FHE
At w A% (EEERENSE,ARCHITECT® SYSTEM i2000SR, & # S1) % #]# M HBsAg(n =492)f= HBeAg
(n=464) A a1 X B4R K, 488 B A E & & % (& 5L A %, Maccura 13000, &) #8 S2; & 3% & # , Mindray
CL6000i, & #& S3) s Lk AR K #AT LMt oM LA ZARN T EREBRERGFSE, &R (1)S2.S3 47
5 S1 4,2 HBsAg 8 2 &R 2 FH A% FE L (3 P=0.012);S2.S3 2+ HBsAg ¥y = 4R 5 S1 &
M EFASRAN 7. T6% O FY A 96.58%  ARAEFH A 99.50%, T LR —H 4K H Kap-
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Abstract: Objective To investigate the performance of two domestic chemiluminescence immunoassay
systems for detecting hepatitis B virus surface antigen (HBsAg) and hpatitis B virus e antigen (HBeAg) and
their coincidence to the mainstream imported detection system in order to provide the basis for the use of do-
mestic system. Methods The mainstream imported system ARCHITECT® SYSTEM i2000SR(S1) was used
to detect the samples of HBsAg positive (2 =492) or HBeAg negative(n=464) ,and the above samples were
re-detected by two kinds of domestic systems [ Maccura i3000(S2) , Mindray CL60001(S3) ]. The coincidence of
quantitative and qualitative detection results by these kinds of systems were analyzed. Results (1) In the
comparison between S2 and S3 with S1,the HBsAg qualitative detection results had statistically significant
differences (all P=0.012) ;the total coincidence rate of HBsAg qualitative results between S2 and S3 with Sl
was 97. 76 % , the positive coincidence rate was 96. 58% , the negative coincidence rate was 99. 50% ,and the
consistency test of qualitative results was Kappa value=0. 954 (P<C0. 001) ;the 15 samples of qualitative re-

sults non-conformance all were come from the samples of HBsAg<(1. 00 IU/mL;in each quantitative interval,
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the relative deviation between S2 and S3 with S1 was about —50%. (2) The overall coincidence rate, positive
coincidence rate and negative coincidence rate of HBeAg qualitative results detected by S3 and S1 were
96.77%,99.20% and 93.93% respectively,and the consistency test was Kappa value=0. 936 (P <C0.001);
the overall coincidence rate, positive coincidence rate and negative coincidence rate of HBeAg qualitative re-
sults detected by S2 and S1 were 97. 84%,98. 40% and 97. 20% respectively, Kappa value=0. 957 (P <<
0.001) ;the qualitative results of HBeAg detected by S3 and S1 were statistically significant difference (P =
0.007) ; There was no statistically significant difference between the HBeAg qualitative results detected by S2

and S1 (P=0.754). Conclusion
higher coincidence to the mainstream imported one.
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iRl Z%H E i E P SE AR BR

E HBsAg HBeAg HBsAg HBeAg HBsAg HBeAg
S1 <<0.05 TU/mL <1.0 S/CO i E 1 <00. 05 TU/mL N/A

S2 <<0. 05 IU/mL <20.1 IU/mL B SE <0.03 IU/mL <1.0 IU/mL
S3 <0.08 1U/mL <1.0 S/CO E i E <0.05 IU/mL N/A
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1.4 Soil2ab3 (i IBM SPSS23. 0 % 52 3 ¥ 42
WGETE 2 A B, AR IE S 43 A 1 8 B B DL M (P s
PO o, BOHE 2 18] H %5 ok T C X Bk RS 565 R
Spearman FHIEA T S1 5 S2.,S3 6 M 25 5 8] A9 45 56
P 5 2 VB e BRI X 5 s — Bk 2 7 %
Kappa —ZHER K, XF T S1 40 HBsAg<<1.00 IU/
mL Z5 SRR A R 52058 TARERE (ROO) i 4
Bor#T S1 5 S2.S3 Kl 25 W AR IR R, DL P<
0.05 AZESFAHGI#E L,

2 & R

2.1 HBsAg I &5 5 5 Hr

2.1.1 HBsAg 45 R B B A48 S2.S3
Xf HBsAg B E ML R 5 S M E B & KN
97.76 % PHIERT & R 96. 58 % BIMEF A RN
99. 50 % , % M 45 R — Bk 55 # o Kappa fH = 0. 954
(P<C0.001); S2.S3 4345 S1 Mk, % HBsAg B &
PSR EFHERITEE X (Y P=0.012), I

2.3,
=2 S1.S2 #ll HBsAg EMERNHFEED (1)
S2
S1 —— &itf x? P Kappa f (P)
+ —
+ 282 10 292
— 1 199 200 5.818  0.012  0.954(<C0.001)
&1t 283 209 492

R W — BRI

3 S1.S3 #ill HBsAg EMEERPMFEES M (2)

S1 L At xX* P Kappa ff (P)
+ _

+ 282 10 292

— 1 199 200 5. 818 0.012  0.954(<C0.001)

it 283 209 492

T+ RN — SRR P

2.1.2 AJA HBsAg & & X A4 R 4t HBsAg & E45
RIS ARYE ST K HBsAg 12 453,
X143 T4 T HBsAg & /K X[, DLk — 22 2 8 S2
1S3 K HBsAg M4 RS S 45 R4 1%
B, W 4 Frs, Y S1 R HBsAg=1. 00 IU/mL
A .S2 F1 S3 K HBsAg f945 R 5 S1 K 45 3R 1 &
PERFG 212 100. 00265 1024 S1 &l i HBsAg 4b
F 0.50~<C1.00,0. 05~<20. 50 1U/mL Bf,S2 F S3
Kl HBsAg (45 R 5 ST Kl 25 5 19 & 545 & R
Y4350k 91. 67 % F1 70.97% .

S1 # W HBsAg<<1.00 IU/mL [ F A br 4, 45
& S2 i S3 ZE R ROC sk, 45H WK, S1 &
& HBsAg <<0. 21 TU/mL i, S2 #: HBsAg %45 %
g B B e A 63, 63% [l 48 F 1 L (AUC) =
0.829,P=0.002]; S1 Kz ) HBsAg<<0. 18 1U/

mL B, S3 & M HBsAg %5 2R o B % 89 kb il ok
70.00% (AUC=0. 820,P=0.002),
Fx4 AFE HBsAg EEXE&F4% HBsAg EELERH

FEESW
S1 #& Wl HBsAg 9 7S [l S2 5 S1 sk S3 5 S1 fysE
R IX [ (IU/mL) (RSO fFaRL% 00 ]
0.05~<20. 50 31 70.97(22) 70.97(22)
0.50~<C1. 00 12 91.67(11) 91.67(11)
1.00~<C10. 00 61 100. 00(61) 100. 00(61)
10. 00~<C100. 00 85 100. 00(85) 100. 00(85)
100. 00~<C250. 00 51 100. 00(51) 100. 00(51)
=250. 00 52 100. 00(52) 100. 00(52)

2.1.3 AN £ %A HBsAg & KV B4 4 1
AT IR 5 PR L FE ST KRN HBsAg B9AS [A] % K
SEXE A48T T S1 Kzl i) HBsAg i 45 R 5 S2
FS3 AN &5 A A et FA T ST KMIZE RS S2
1S3 RGN 5 SR B A R 25 . &5 R R I PR HBsAg &
BAKFETE 0. 50~<C1. 00 TU/mL,S3 ¥ i HBsAg
ERZE IS S1 Z [ JCAHC P (P >0. 05), DA & HB-
sAg JKFEFE 100, 00~ <C250. 00 TU/mL, S2 # I (1
HBsAg 24595 S1 Z A T AH &t (P =>0. 05) 4b,
1 H A HBsAg a2 & X [7] ,S2.,S3 K () HBsAg 45
W5 ST 45 A 6 (P <<0. 05) , X Bk 1K 36 55
NS TEFTA B HBsAg % /X 0], S2 &I ) HBsAg &
HAKE BB A% T S1(P<<0. 05) ; % T S3 1M 5, %
TE 0. 50~<C1. 00 TU/mL F1 100. 00~ < 250. 00 1U/
ml HBsAg & & X [a],S3 K i) HBsAg % H /K5
S1 ZR LG ¥E L (P=0.071.0.873) ., fF H4x
7 HBsAg % i X [1], S3 £ il i HBsAg & it /K -1
B BAE T S1(P<C0.05), S2 #:ill HBsAg i & & /K
V5 OST R g5 R0 AE X IR R S —59.03% ~
—45.82%,S3 il HBsAg B & /K F 5 S1 #6045
SRR A X AR AR —71. 05 % ~—33.75%

2.1.4 XEE 2 R % HBsAg B4R AT S s
A HE—E 00 Wk 6 Fin AR 2 MR RS
HBsAg & W45 R ARFF A 1AL 15 fil, X SR A Bk 55
HH 128 BhRAAh , Hidy 13 BlbR A3 Rl S1CHAE
RS ARG, WAL S bR ) K HBsAg S BHM: Y
FRAS 3X 13 BilhR A Hofls HBV bR 2 90 04 5 504G I 45 5
BoR ¥k “/N = B (HBsAg +. HBcAb +.
HBeAb-+) ;X S2 5 S3 &l HBsAg BH: A 2 filfx
A (55 5 F1 128 ) VA HBsAg 2 Sl BHM: .

2.2 H ARG HBeAg W E ML FH S3 4
HBeAg HIEMLE RS S1 KT 45 5 09 SAKSF & % B
PEFF & 2 I & 250 3128 96, 77%.99. 20% .
93.93% , —H K B Kappa {5 =0. 936 (P <C0. 001);
S2 £l HBeAg M E ML A ST A6 I 45 3 i S AR 4
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R HEMRAE R AEFEF 00N 97. 84% .
98.40%.97. 20% , — X M 4 % Kappa fH = 0. 957
(P<C0.001). S3 il HBeAg B4R 5 S1 £ 57

x5

R#E S1 B HBsAg €2
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B E X (P=0.007);S2 1l HBeAg 1Y & P 45

R S1 22RTILI

£3
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S (P=0.

754), W 7.8,

HZRYNMREE, EREEELERNFEIT MR AXEMERELILE

S1 Kl HBsAg
PN TR
X 8] (TU/mL)

HBsAg #:i 45 FLM P, .P,),1U/mlL]

5 SI AL (P) ]

S1

S2

S3

S2

S3

0. 05~<20. 50 31 0. 26€0. 14,0. 35) 0.12(0. 03,0. 20)

0. 50~<C1. 00 12 0.86€0. 67,0. 95) 0.27(0.15,0. 64)

1. 00~<C10. 00 61 3.38(1.68,7.10) 1. 32(0. 56, 3. 42)

10. 00~<7100.00 85 42. 03(25. 25,60. 10) 20. 04(9. 27,41. 92)

100. 00~<7250.00 51 160. 20(123. 60,201. 10) 88. 70(37. 00,164. 30)
=250. 00 52 916. 00(552. 60,3 353. 80) 437.00(161. 50,2 304. 50)

0.13(0. 04,0. 21)

0. 39€0. 29,0. 87)

2.04(0.76,3.78)
27.97(8.42,58.45)

146. 70(105. 4,275. 70)

350. 80(199. 20,521. 60)

. 572€0. 001)

j=l

. 593(0. 042)

j=l

. 649(<20. 001)

. 513(<20. 001

j=l

. 276(0. 052)

o

723(<20.001)

0. 678(<20. 001)
0. 216(0. 500)

0. 728(<20. 001)
0. 614(<20. 001)
0. 663(<20. 001)

0. 632(<20. 001)

S1 K HBsAg IR 5 S1 M F 3R 00

5 S1 E X B Ak 5[ Z(P)]

) 5@ 4 X 6] (1U/mL) S2 S3 S2 S3

0. 05~<20. 50 31 —59.03 —52.60 —3.842(<20.001) —4.529(<20.001)
0.50~<C1.00 12 —55.92 —50. 00 —3.059(0.002) —1.804(0.071)
1. 00~<C10. 00 61 —58.15 —47.53 —5.473(<20.00D) —5.240(<20.00D)
10. 00~<2100. 00 85 —49. 31 —46.02 —5.054(<C0.001) —2.522(0.012)
100. 00~<C250. 00 51 —45. 82 —33.75 —4.274(<<0.001) —0.159(0. 873)
=250. 00 52 —47.59 —71.05 —3.634(<C0.00D) —6.275(<20.00D)

xR6 B2AKRNESE HBsAg TR (+/—)
AHREMRETIR
Sl 2 S3
WARS  wE ER EH ER EN

AU/mL)  (+/—) AU/mL)  (+/—) QU/mb)  (+/—)

59 0.15 + <0.03 - 0.00 —
122 0.06 + <<0.03 - 0.00 -
136 0.12 + <0.03 - 0.00 —
138 0.09 + <0.03 - 0.02 —
152 0.20 + <20.03 - 0.19 +
159 0.29 + 0.05 + 0.04 —
166 0.26 + <0.03 - 0.12 +
170 0.67 + <20.03 - 0.00 —
185 0.16 + 0.06 + 0.07 -
189 0.07 + 0.04 — 0.10 +
243 0. 34 + <0.03 - 0.01 -
251 0.10 + 0.18 + 0.00 -
254 0.12 + <<0.03 - 0.00 -
55 0.01 — 0.05 + 0.00 —
128 0.01 — <<0.03 - 0.12 +

=
=]
ST

mEE 9 Fim ERE 2 MK RS E HBeAg & M

SERARTTG R 3 19 1], 3k 2 bR A TE B HUbR A VR A2 1T
i S1 & 5 31 HBV Mg bR S bR T 86 5 4b
(S1.S2 &l 5 W HBV I b & 90 25 3 35 R B A% A
S3 Kl (% HBeAg by L0 FH ) o 4% b A% 46 0 25

YIR“ K=" (HBsAg+.HBeAg+ . HBcAb+), H
S AT R S B 3 AR AR AE VR A — BB ]S, R e
I, bR A S1.S2 Kl HBeAg ) BHAE R I B F &,
B S3 W] BE AZ A5 AS PR A7 B (8] 14 52 i 48 /)N , 2 B0hR AR 4Th
S B B R AT R

x®7 S1.S2 #: HBeAg EMHLE R BT EAED (1)
S2
S1 it x? P Kappa fH(P)
+ —
+ 246 4 250
— 6 208 214 0.100  0.754 0.957(<C0.001)
At 252 212 464
W+ R — R B,
38 S1.S3 #&ill HBeAg EHERMWHF SR ()
S1 &1 x? P Kappa fH(P)
+ —
+ 248 2 250
— 13 201 214 6.667 0.007 0.936(<0.001)
A1 261 203 464

T RN — RRFITE,
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®9 EE 2NN RS E HBeAg EHE(+/—)
BERAFEEINE

S1 S2 S3

PRAGS Gl kA ERAER GERAR ERLER EEL R
(S/COY (+/—)  AU/mL) (+/—) (S/CO) (+/=)

45 0. 596 — 0.082 — 1. 030 +
57 0.712 — 0. 080 — 2. 260 +
69 0. 898 — 0.073 — 1. 410 +
137 0. 905 - 0.114 -+ 1. 740 +
138 1. 008 + 0. 098 — 2. 390 +
147 0. 811 — 0. 095 — 1. 970 +
163 0. 670 — 0. 407 + 15. 230 +
167 0. 465 — 0.042 — 1. 520 +
169 0. 956 — 0. 104 + 1. 400 +
171 1. 160 + 0. 048 — 2. 690 +
187 0. 754 — 0.110 + 1. 200 +
189 1.913 + 0. 367 + 0. 400 —
196 62. 800 —+ <20. 040 — 6. 150 +
202 0. 796 — 0.116 -+ 1. 690 +
224 0. 567 — 0.057 — 1. 690 +
252 1. 157 + 0. 050 — 1. 160 +
268 1. 003 + 0. 135 -+ 0. 990 —
279 0.763 — 0. 149 + 2. 040 +
86 <1. 000 — 0. 040 — 8.120 +
W FR B — RoR B
KIS e

HBsAg & HBV B 55— b & . —
B#f & HBsAg A, B A B #f o HBV & e
HBeAg FHM:JE HBV & il DL K AL Ye s i AR B4 . =
/K HBeAg 5 HBV DNA e R B &), it
T IR A I o B

HAr. AR Tk F X A 5 3 £ L (H T AR
WSRO R R Ge im0 = . v & WL RS2 PF 4k HB-
sAg Al (%) HBeAg 9 #H ¢ SCHEK, WA L 1 & SCik o7
i T S3 i HBsAg BIRFFE , {H & 1 & 1
ER L EMESE RS UL S AN AR A AT TR
A3 BT B AH 5C SR

AW s, 2 A E P E RO R Rk
I HBsAg fl HBeAg, 5#F M k22 BB ir R4
YIHEAAER m A RS R Won EH PRk eE &
JeRE I R G E HBY MG EWER T K 2
AU MR B AT R BB B T AR T Y

b PR 45 SR . X T ST R I &5 S HBsAg =
1.00 TU/mL BybrA, S2 1 S3 ¥ 0] 100 % K i 5 XF T
15 BE R 2 SRR MR FF AR A, H HBsAg &
E#<<1.00 TU/mL, i TH A 13 4] HBV I3 #r

BRI N /N =B, B H: HBsAg B B 09 7] AE
PER . MR R R AT R AR 3
FEHIE. ROC HiZk &%, 24 S1 A HBsAg Y & & 45
<20, 21 TU/mL W}, S2 £ HBsAg B i HE R K
63.63% ., 1M 24 S1 ¥l HBsAg Y 5E & 45 % <<0. 18
1U/mL B} ,S3 # HBsAg B 09485 % 70. 00% .,
T ] 7= Ak 2 R 5 e 9% 4 BT K D R B #E IR K F HBsAg
A 1 BE 7 b AT RE G R B R . TR IR R S PR T AR,
HBsAg<(1.00 1U/mL i HBV &4 ¥ 5 AR, &
PR AT 2 #] S1 kil HBsAg &5 5% b B, 1
S2 5 S3 A HBsAg BHPE H. 34 R 1K (H 59 45 4% (4 5]
4 0.05 1U/mL #1 0. 12 TU/mL), H 3 /4 & % ¥ )
HBsAb,HBeAg. HBcAb. HBeAb %4 5 7 4 BH ¥, #
A EE A 2 BlARAS S2 1 S3 HBsAg 1B FH 4 i 7]
RER . AWFFEAMM HBsAg Ml X5 F1 HBV-DNA
A ARG I CRP 4 A o D7 3200 o B R A A ik 56 1) TR A
PR, HLEDfE HBV-DNA B Mt A fEHE: HBsAg BH
PEMPTRE . T ACHESE X 7 T BT AN R L R X
Tk R0 BH P PR A R B AR A AR TR
L AT BE

B4 7RI R R L G I HBsAg 78 5 bk 89 fiE St
SRR R G SRR AR Z — . 4 HBsAg,HBsAb
XUBHE (4 b A R AR A AE AR Pt A 2
(0. 68%) . IX J7 I (Y M A8, ¥ T K B Y I R SE Bk
BHIE

XFF HBV 521y LR % 88 % . HBsAg & & i
KRB RN & R AU HBeAg %4, {H R AL AT &
B 2 KL o E A I HBsAg AR E
T, AR R A E R RO R T RS
S2.S3 Kl HBsAg M5 /K 5 3 04k 2 &G
SYHT R GE ST A7 A8 Hh A5 R B 1 A1 D&% L {H A G R B Bl
HoE KP4 DX R AE gl FUAR T 3 O &R 58 G O £y
R LIEAS S HBsAg /2 5K - X (8], S2., S3 #6545
5 S1 B ImAr 3 A A A —50% £ A . XN, i EAR
% HBsAg 5 & /K F 1l HBV #5 D%, f5 47 1 [H)
— i ZR G AT W, A SR R B O TR R R S
DU H) o 28 SR sk 7 R ECE . X HBsAg WA & ik
U5 A7 AE A0 b R 25 19 SR R, AT S Bl . A F 5 B 4R il
T HRAEA AR FORAE S —80 °C AR it i
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