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Lumipulse HBsAg-HQ 5 Architect HBsAg-QT
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[#Z] BRY K0T Lumipulse HBsAg-HQXj Architect HBsAg-QT i & 11— S K LTt g 14 2,
B RIFHLURBLRE RS 7508 EI147 B HBeAgPH 1128 FIHBeAgA P 3 . HBsAg-HQXH
b2 R I S 3% VL A Fujirebio Lumipulse G12004: H 2162 K67 RGN, HBsAg-QTRFAL:K
FETORL T s %A Abbott Architect 1 20004 H ik 22K 6 e RGukrll. JIF2H 2805 22 2712 Wi % F Scheuer
WA RS BURALHAISET 4 HiMedeale 15150, 458 MiEHBsAg-QT < 100 000 mIU/mI#, %
HBsAg-HQ 5HBsAg-QT 2 B E IEMHIE (r=10.861, P < 0.001) , If1/EHBsAg-HQ 5HBsAg-QT S fAA—
FEHN6.45% (2/31) ; IfiEHBsAg-QT = 100 000 mIU/mli%, IfiliEHBsAg-HQ 5HBsAg-QT & i3 1F
XK (r=0.929, P<<0.001) , IMEHBsAg-HQE5HBsAg-QTEMAA—FZH A0.25% (6/244) . HBeAgfH
P, MIEHBsAg-HQRIHBsAg-QT il M %02 = G2, = G3fa#= S2. = S3. = S41JROC
£k TR 56 A E% P2 B ERBEA S %E Y (PH<0.05) , HPmppEissH=> s4
ROCHIZ F AR m K MIEHBsAg-HQ S5 HBsAg-QT il AT 2H 23 AH [R5 HARFS FIROC HH 26 T AR [A] 22
FAYTGFE L (P¥> 0.05) 5 MHFHBsAg-HQFHBsAg-QT Tl #2743 1 =S4 et AW 7>
5247.328 x 10° mIU/mIANI6.194 x 10° mIU/ml, xR B . 455715 4353 8 1.25%F1175.00% 64.35%
67.83%. £5iL [MIEHBsAg-HQ5HBsAg-QTH i EMIAH A — B, 1iEHBsAg-HQFIHBsAg-QT
XTHBeAgH 14 S i B 7 = SAH — i TRl X .
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Consistency between quantitative Lumipulse HBsAg-HQ and Architect HBsAg-QT, and their predictive
efficacy on liver tissue pathological state of chronic hepatitis B Zhang Zhanging, Lu Wei, Zhou Xinlan,
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[ Abstract] Objective To investigate the consistency between quantitative Lumipulse HBsAg-HQ and
Architect HBsAg-QT, and their predictive efficacy on liver tissue pathological state of chronic hepatitis B. Methods
Total of 147 patients with HBeAg-positive and 128 patients with HBeAg-negative were enrolled, respectively.
Serum HBsAg-HQ was measured by chemiluminescence enzyme immunoassay and Lumipulse G1200 automatic
chemiluminescence immunoassay analyzer, while serum HBsAg-QT was measured by chemiluminescence
microparticle immunoassay and Abbott Architect I 2000 automatic chemiluminescence immunoassay analyzer. The
Scheuer score system was used for pathological diagnosis of liver tissue. Medcalc software 15.1 was used for data
processing and statistical analysis. Results Among the patients with serum HBsAg-QT less than 100 000 mIU/ml,
serum HBsAg-HQ was positively correlated significantly with HBsAg-QT (» = 0.861, P < 0.001), and the overall
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disagreement rate between quantitative HBsAg-HQ and HBsAg-QT was 6.45% (2/31). Among the patients
with serum HBsAg-QT more than or equal to 100 000 mIU/ml, serum HBsAg-HQ was positively correlated
significantly with HBsAg-QT (» = 0.929, P < 0.001), and the overall disagreement rate between quantitative
HBsAg-HQ and HBsAg-QT was 0.25% (6/244). Among the patients with HBeAg-positive, the areas under
ROC of serum HBsAg-HQ and HBsAg-QT for predicting = G2, = G3 of pathological grade and = S2, =
S3, = S4 of pathological stage were significantly larger than the area under diagonal reference (all P < 0.05),
in which the area under ROC of serum HBsAg-HQ and HBsAg-QT for predicting = S4 was the largest.
The differences between the area under ROC of serum HBsAg-HQ and HBsAg-QT for predicting the same
pathological states were not significantly different. The optimal cutoffs of serum HBsAg-HQ and HBsAg-QT
for predicting = S4 were 7.328 x 10° mIU/ml and 6.194 x 10° mIU/ml, and the corresponding sensitivity and
specificity were 81.25% and 64.35%, 75% and 67.83%, respectively. Conclusions The quantitative serum
HBsAg-HQ was highly correlated and consistent with HBsAg-QT. Serum HBsAg-HQ and HBsAg-QT were

of predictive value for = S4 of pathological stage in patients with HBeAg-positive.

[Key words] Hepatitis B surface antigen; Automatic chemiluminescence immunoassay analyzer;

Liver tissue; Pathology; Noninvasive diagnosis
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HBsAg-HQAMY 1] Fi -F-BafE EHBV G i 17>,
1M H. 5 HBsAg-QTHl1Elecsys HBsAg 11 [ 7€ 4 Fl i€ &=
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S HIW R 7 K . HBsAg-HQR: FI AL 2 4% il 4
#£v% (chemiluminescence enzyme immunoassay,
CLEIA) FlFujirebio Lumipulse G12004: H 3h1k,
RO R gk, w5 H H A Fujirebiofk 24>
AR, RV N5~1.5 x 10° mIU/ml,
B A B PR, M iEAEL 00045 R 5 3 B
frill s HBsAg-QT R H Ak 2% K G ok + f % 12:

(chemiluminescence microparticle imunoassay,
CMIA) FlAbbott Architect I 2000 A7 H it E 3 FIK
W, LR TEES0~2.5 x 10° mIU/ml, %t
) B RR, D) i R SO0 F5 A R i B E A Il . I
HBeAg¥ Ff] Abbott Architect I 2000 A H:Fic 2754
W, EHZSFEETIRNN1.0S/CO.

. Givhsab s
S A FFN G5 14 BT Medcale 15 15048, L%

HBsAg-HQ 5 HBsAg-QT /K [a] [ % 7 L K
WUCECREA oA 36 . I/ HBsAg-HQ 5 HBsAg-QT
7K 22 T8 ) — 25014 K FH Pearson HL £ #H 95 . H. 4k [l
JHF1Bland-Altman—F( P53 #r . [ HBsAg-HQA
HBsAg-QT 5 21 23 3 22 43 94 A0 53 W AH DGR
I Spearmanfi </ #T; [M7EHBsAg-HQ 5 HBsAg-
QT TR 2H Z3AS [ 3 BEAR A 1) 2% B VAN K FHROC
hkik. IMiEHBsAg-HQ 5HBsAg-QT il T 4141
A A5 AR A I ROC I 48 °F TR AR 22 1) 1 22 53 LU
KB A ) DelongdE S50, AP < 0.058
R BAG R .

#& R

—. Ifj%HBsAg-HQ 5HBsAg-QT/K -] % 7

AN FEHBeAgIR A AMHBsAg-QT/K, MLiE
HBsAg-HQ5HBsAg-QT[H| £ R L 4tit #E L (P >
0.05) ; JoitHBeAgPHHEF 4, MiFHBsAg-HQL
HBsAg-QT/KF A Z 8 e giit 2 m X (P >
0.05) ; LiIMiEHBsAg-QT< 5 log,;mIU/mlal =
5 log,ymIU/ml, IfiEHBsAg-HQ 5HBsAg-QT/KF[d]
SRS FE L (P> 0.05) , HILEL.

—. IfjEHBsAg-HQ 5HBsAg-QT A <t Al
— ¥

ANEZEHBeAgIR S AMHBsAg-QT /K, I
EHBsAg-HQ 5HBsAg-QTE B % FM*x (P <
0.001) , IMiEHBsAg-HQ (log,;mIU/ml) = 0.892 +
0.866 x If17EHBsAg-QT (log,;mIU/ml) (¢ = 53.087.
P < 0.001) , ¥#WEI1AfZE2; 5iMiEHBsAg-
QTHI L, IMIEHBsAg-HQE & I [ 50.04
log,,mIU/ml, 95%—F(fR (limits of agreement,
LOA) H—0.61~0.69 log,;mIU/ml; fX+95%
LOA FIRIIA—FE 50.73% (2/275) , &T95%
LOA FIEMIA—3HE N2.91% (8/275) , MikA
—HFN3.64% (10275 , FHEWEIBAIE2,

HBeAg[H &7, IfMiFHBsAg-HQ 5HBsAg-
QTEEE R F EMHE (P <0.001) , [MjEHBsAg-
HQ (log,,mIU/ml) = 1.296 + 0.815 x I }#%HBsAg-

%= 1 Ii% HBsAg-HQ 5 HBsAg-QT /K- VPRI 04 (x +5, log,emIU/ml)

A 51 15 %5 HBsAg-HQ HBsAg-QT i PiH
HBeAgPH 147 6.932+0.764 6.915 + 0.856 0.185 0.853
HBeAg[ M 128 5.830 £ 0.930 5.773 £ 1.053 0.459 0.647
HBsAg-QT< 5 log,;mIU/ml 31 4564 +0.823 4.206 + 0.806 1.732 0.089
HBsAg-QT= 5 log,;mIU/ml 244 6.655+0.752 6.660 = 0.790 0.072 0.942
&t 275 6.419 £ 1.007 6.383 + 1.109 0.397 0.691

%< 2 i HBsAg-HQ 5 HBsAg-QT 7KF-f] Pearson #H < & ¥ A1 Bland-Altman — & 4347

] A= (%)

45 k4 rfH PE i) 95%LOA -

< 95%LOATFIR = 95%LOA LR Hit
HBeAg[ 147 0913  <0.001 002 —0.67~0.70 2/147 (0.68) 3/147 (2.04) 4/147 (2.72)
HBeAgf #: 128 0959 <0001 006  —0.55~0.66 1/128 (0.78) 5/128 (3.91) 6/128 (4.69)
HBsAg-QT<5 log,;mIU/ml 31 0.861 <0001 036  —0.49~120 0/31 €0.00) 2/31 (6.45) 2/31 (6.45)
HBsAg-QT= 5 log,mlU/ml 244 0929 < 0.00l -0.01  —0.58~0.57 2/244 (0.82) 4/244 (0.16) 6/244 (0.25)
&it 275 0955 <0001 004  —0.61~0.69 2/275 (0.73) 8/275 (2.91) 10/275 (3.64)

7E: IfLjE HBsAg-HQ Hil HBsAg-QT HIIIE 47444 log,emIU/ml; fiifsi: HBsAg-HQ 5 HBsAg-QT % & fIHIME
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W M HBsAg-HQAMHBsAg-QTHI M & 847 4 Nlog,,;mIU/ml. EA. C. EZHINA%EHBeAgR# . HBeAgl ¥ fIHBeA gl 1
B, MiEHBsAg-HQSHBsAg-QT/KFAHI KRB E: EB. D. FA R NARH EHBeAgiRA . HBeAgP M AIHBeAglI M %, M
HHBsAg-HQ 5HBsAg-QT/KF— &t ff)Bland-Altmanfd, P B, FHZAKFLLENRKIS% LOAM E. TR, mIEIKFILEARE M

HBsAg-HQ5HBsAg-QTEEMIIIME, KPEEAKZEEIHEN0

B 1MiHFHBsAg-HQ 5 HBsAg-QT I AH G HEAN—Ei ik

QT (log,;mIU/ml) (¢ =26.929, P < 0.001) ,
FEWEI1CH#E?2, IMiEHBsAg-HQ 5HBsAg-QT
ERBEAR—HEN2.72%, HERKIDIE2.
HBeAg[ M # %, [MiEHBsAg-HQ 5HBsAg-QTE
BEREEFEIEMEL (P <0.001) , IMEHBsAg-HQ
(log,;mIU/ml) = 0.963 + 0.843 x [fjEHBsAg-QT
(log,,mIU/ml) (¢ =37.740, P < 0.001) , W,
KIEfM#E2; [MiEHBsAg-HQ 5HBsAg-QTE & &t
AR —3Hg4.69% (6/128) , TEWIEHIFAIE2.
MiEHBsAg-QT<< 5 mIU/mliE#, Ifj5HBsAg-
HQ5HBsAg-QT/E & 2 ¥ IEHIE (P < 0.001) ,
MiEHBsAg-HQ (log,;mIU/ml) = 0.869 + 0.879 x
MyEHBsAg-QT (log,;mIU/ml) (= 9.098, P<
0.001) ; IfijEHBsAg-HQ 5HBsAg-QT & & MAKA

—HFN6.45% (2/31) , FEUWFK2; MiEHBsAg-
QT= 5 log,,mIU/mlE#, [MiEFHBsAg-HQ5HBsAg-
QTEREEFIEME (P <0.001) , IMiEHBsAg-
HQ (log,;mIU/ml) =0.762 + 0.885 x [filjHBsAg-QT
(log,;mIU/ml) (z=39.150. P < 0.001) ; M
HBsAg-HQ 5HBsAg-QT & & i A A —HH H0.25%
(6/244) , FENFR2.

P9, IfiEHBsAg-HQFIHBsAg-QT 5 i 2H 410
B2y AN 53 B AR DG

HBeAgPH M #3, MiEHBsAg-HQAHBsAg-QT
BIS5iEERERENMEL (r,=—0298, P <
0.001F1r, = —0.320. P < 0.001) , 575 F 24y
WIREFEMHK (r,=—0.366. P < 0.00151r, =
—0.373. P < 0.001) , ¥ WKE2A~2B; HBeAg
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FAtE B3, MmiEHBsAg-HQAHBsAg-QTH 5%
SN RIBEZEMKNE (r,=—0.127. P = 0.155/1
r,=—0.073, P=0.411) , ¥WEHEHAEHSPLEE
MR (r, =—0.045, P =0.615f1r =—0.011, P =
0.903) , PEME2C~2D.

i IfjEHBsAg-HQAIHBsAg-QT il AT 41 21
T BRORAS IR 285 e

HBeAg[HPE &2, IfiEHBsAg-HQHMN HBsAg-

QTR 2273 = G2. = G3fIp = S2. =
S3. = S4MROCHIZL T AR 5X 1225 T iz
[ ER B BEA g FE X (P¥<0.05 , HA
A= S3. = S4JROCHIZ FHA= 0.70,

TEWK3ME3Z; HBeAglI &+, [MiEHBsAg-
HQFHBsAg-QT#lll s B2 7r 2 = G2, = G3
Aor#= S2. = S3. = S4[ROCHAZ F I &
NS N EZ R Y LS R X (P>

1E: MiEHBsAg-HQHIHBsAg-QT [l & P A7 45 Alog,;mIU/ml. KA. BJyHBeAgFH It i 42U [F)95 B 22 7 20 R0 73 1 L i HBs A g-
HQAHBsAg-QT/KF /MMt &, BIC. DyHBeAgH M £ T 41 LUAN [R5 32 43 SR 43 W 1L i HBs A g-HQRATHBs Ag-QT /K /) A [f 4 2
Bl B AR KR A, FETRORIARARER DU S hr 3, RS by FAKFERARE IS % A, Pl AR o i

E2 1iEHBsAg-HQFIHBsAg-QT -5 [ 4H 245 BE 5 43 20 A1 73 JA I AR DG %

% 3 IiE HBsAg-HQ 1 HBsAg-QT Pl fi 2H £UA [Rm HAR S 19 ROC 2R T HIAR

ﬁfg HBsAg HBeAgH HBeAgBi M
R AUC SE* z P 95%CI Auc SE z P 95%CI
>G2  HBsAg-HQ 0651 0046  3.290 0.001 0.568~0.727 0.573f 0051 1425  0.1542  0.482~0.660
HBsAg-QT  0.670° 0045 3755 < 0.001 0.588~0.745 0.547° 0052 0781 04351  0.451~0.629
>G3  HBsAgHQ  0.686°  0.047 3957 < 0.001 0.604~0.760 0.584* 0064 1317  0.1877  0.493~0.671
HBsAg-QT  0.684° 0046 4.038 < 0.001 0.602~0.758 0.558  0.068 0778 04365  0.463~0.641
>$2  HBsAgHQ 0659  0.049 3266 0.001 0.576~0.735 0.492" 0054  0.45  0.8848  0.402~0.582
HBsAg-QT  0.660°  0.050  3.213 0.001 0.577~0.736 0.514" 0053  0.156  0.8757  0.418~0.598
>83  HBsAgHQ  0.712° 0042 5045 < 0.001 0.632~0.784 0.572' 0052 1391  0.1641  0.481~0.659
HBsAg-QT  0720° 0041 5327 < 0.0l 0.640~0.791 0.540' 0053  0.645 05192  0.444~0.623
>S4  HBsAgHQ  0.739°  0.046 5159 < 0.001 0.660~0.808 0.552 0064 0810 04177  0.461~0.640
HBsAg-QT 0745 0045 5476 < 0.001 0.666~0.813 0.508’ 0.065  0.058 09536 0.414~0.593

TE: ": ROC Mk F ik

foObRUER: % Z=1.005,

P=0315; °: Z=0.071, P=0.943; ©: Z=0.034, P=0.973; ‘: Z=0.391, P =0.696; °:

Z=0.238, P=0.812; : Z=1511, P=0.131; % Z=1.131, P=0258; ": Z=0211, P=0833; ': Z=1.826, P=0.068; ’: Z=1.992, P=0.046
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0.05) , K3,

HBeAgfH P &%, IMiEHBsAg-HQ 5HBsAg-
QT 50l JHT-2H £ A8 [R] 95 3R TR OC it 28 T T A7 )
ZER BTG L (P> 0.05) ; HBeAg[H
P, IMiEHBsAg-HQ 5 HBsAg-QTAY Tl 7 B
=S4 ROCHEZ N AR 2 [ I 22 7 6 it ¥ =
X, VEWFE3. MMiEHBsAg-HQ 5HBsAg-QT il
HBeAgPH 4 & 35 JHT 2H 234 [] 3 PR 385 117 e A A
(ERSE ST YRRZY TR S AT

W

Choi% "B 5Lk Ay, MiEHBsAg-HQL
HBsAg-QTE P4 R fE—8 (—BU% 599.8%:;
k= 1.00, 95%CI: 0.99~1.00) . YangZ§""ji— 5
PFAf T HBsAg-HQ 5 HBsAg-QT fliElecsys HBsAg
I0 5 A0 B s R — B0k s e MR VP AR 0 45 4R
i, HBsAg-HQHIHBsAg-QT 2 WiHBV & L ff) 45
SERES> 1 999.84%1199.84% . 5 B A 45

i7~n, HBsAg-HQLEHBsAg-QTAlElecsys HBsAg
I3 2 mEZEMKE (r=0.985810.990) , I
HBsAg-HQ#{HBsAg-QTHlElecsys HBsAg I 73l
Pfar0.19 log,, JU/m1F10.07 log,,JU/ml (95% CI:
—0.12~0.25) .

AR SR TR, MiEHBsAg-HQ 5HBsAg-
QTR & # IEAH ¢, HBsAg-HQ#HBsAg-QT 1
0.04 log,;mIU/ml, HBsAg-HQ5HBsAg-QT A& A
— MK N3.64%; IRIEHBeAIR &M M HHBsAg-
QT KV AT 73 H 7 thr A FHL S 2R o AWt 7 i
—BIEW, MiEHBsAg-HQL H Ay F I i i
HBsAg-QTA i B A AR A — ik

SetoZ5"I% LM EL T 1ML HBsAg-HQ FlElecsys
HBsAg Il 7E12 EHBVIE S H 48 LA [F B B (1) 42
b, 453 SR MEHBsAg-HQE B EHBV K 4t B
SR S AN TR B B i AR A, 5 H Al 28 T AH [543 4 1)
Wt asie—38" >, HBeAgfH kB ¥, TLib%hiE
i} 52 HHER S e S Y, G HBsAg-HQ/K 135 2. %
= TElecsys HBsAg 1I; HBeAgPHM:H#E, TLigth

E3 [f5HBsAg-HQ L HBsAg-QT M HBeAglH 14 i B 32 /3 4% = G3FN4r# = S4[IROC i £;

% 4 IjE HBsAg-HQ 5 HBsAg-QT il HBeAg BHM: B35 FF4H 2R AN [R195 BUIR AS B s A AR Wi S Lt 2 R T S 30

FE A 0

KA HBsAg' R E RPEZ (%) R (%) Youden#i4{ %) FIVEBIDNE (%) FlEE
= G2 HBsAg-HQ <7216 73.61 58.67 0.323 63.1 69.8 0.329
HBsAg-QT <7555 88.89 46.67 0.356 61.5 81.4 0.429
=G3 HBsAg-HQ <7351 87.18 43.52 0.307 35.8 90.4 0.262
HBsAg-QT < 7.555 97.44 38.89 0.363 36.5 97.7 0.342
=82 HBsAg-HQ < 7.622 89.01 42.86 0.319 7.7 70.6 0.423
HBsAg-QT < 7.555 84.62 51.79 0.364 74.0 67.4 0.414
= S3  HBsAg-HQ <7315 86.79 53.19 0.400 511 87.7 0.388
HBsAg-QT < 7.555 98.11 44.68 0.428 50.0 97.7 0.477
= s4 HBsAg-HQ < 6.865 81.25 64.35 0.456 38.8 92.5 0.313
HBsAg-QT < 6.792 75.00 67.83 0.428 39.3 90.7 0.300

vE: T M3 HBsAg-HQ F1 HBsAg-QT HIMll & B fi7 3K log,ymIU/ml
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92 16 Tk J) Bl G e P )], HBsAg-HQIK-F S HBA T
Elecsys HBsAg I . HBeAg[HEH# [M75EHBsAg-
HQ/K T2 & T Elecsys HBsAg I [ J& K # AN
2, HENHBsAg-HQREK M ZIHBeAgRH P 35 /N EL
BRI SE R “a” PulF PosE R R AL K HBsAg.
HYangZU I IR, “a” PUE v E R RAE I
TI126A. T126S. QI129H. QI29R. T140SFIG145E
AR HAIMHBsAg-HQ 5 HBsAg-QT M Elecsys
HBsAg I A

AT R W, ANFEHBe AR A ML
HBsAg-QT/K-¥, IiEHBsAg-HQEHBsAg-QT/K
SR I 22 R R g R X ARFEHBe AR A AN
IMiEHBsAg-QT/K T #EAT 73 2H 73t R A ARABLZE S
AR K I T SetoE" W 5t 45 . (HBeAg
FH M 2 3 G HBsAg-HQUK - 2 % 5 T"HBsAg-
QT) , T1fiL5 Yang5 i 70 45 A — 5.

VE TR CHB 20 23555 BEUR 2 (095 R S k45
bR, IMiEHBsAgFIHBYV DNAXTHBeAgRH M . Ifi
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