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Fo 30 4] 43 20 06 AR (P M) 47 A (0. 03~0. 05 TU/mL) . R AL 5 X AT & o A ik sl L Fadk, 24
ROC &, A mEBRMA. f—FRT A AR, R AXANLAL GG T . TRFIA %2 R 5 5
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Exploring the optimum critical value and grey zone of HBV surface antigen detected by TRFIA
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(1. Department of Clinical Laboratory ,Bayinguoleng Mongolia Autonomous Prefecture
People’s Hospital s Korla » Xinjiang 841000,China ;2. Department o f Clinical Laboratory
the Hospital of Traditional Chinese and Western Medicine in Beijing ,Beijing 100089 ,China)
Abstract:Objective To explore the optimum critical value and grey zone of time resolved fluorescence
immunoassay (TRFIA) for detection of hepatitis B virus (HBV)surface antigen. Methods 150 serum or plas-
ma samples detected positive of HBV surface antigen by TRFIA and 30 negative specimens but close to the
critical value (0.03—0. 05 IU/mL) from patients or people who did physical examination in a top-grade hospi-
tal were chosen and chemiluminescence particle immunoassay was used to confirm them positive or negative.
Drawing the ROC curve through SPSS19. 0 to determine the optimum critical value and compute grey zone.
Results Under the given critical value specified by the reagent, There was statistical difference between the
results of TRFIA and the results of confirmation(P<C0. 05). While two test results of consistency of the Kap-
pa value was 0. 690. However, The optimum critical value of TRFIA for detection of HBV surface antigen pos-
itive diagnosis was 0. 074 IU/mL. At this time,the Kappa value of consistency between the results of TRFIA
and the results of confirmation is 0. 814. And The grey zone ranges from 0. 05 to 0. 274 1U/mL. Conclusion
According to their own laboratory conditions, different laboratories should establish the optimum threshold
and grey zone suitable for the laboratory. In order to provide reliable basis for clinical diagnosis.
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1 #wREFE

1.1 — %k B 2017 4F 1 H & 2018 4F 6 A 3k
=R B AT B AR B R I B K 22 TRFIA
i 2 2 T80 0 I BH M B AR AR 150 4] N 422 30 Il A
(BAMED FR A 30 ], Hovpsg & H AR 0. 03~<20. 05 TU/
mL 4 30 f§i],0. 05~<20. 10 ITU/mL 4 50 fi],0. 1 ~<C
0.2 IU/mL & 40 #],0. 2~ <C0.5 IU/mL A 30
f,0.5~1.0 TU/mL 4 30 {5l . Jir A #5 A 3 To AT fuf Bk
ERTEA LB AR MBS .

L2 AU 58 98N8 EasyCuta 4 H 3 B [i1]
Gy PRI I ST R BLE HBY R4 2 Wik 7
& HEES Architect 12000 b 2% &G RURL ¥ 5288 43 BT &
4: K licE HBV 3R Bt 2 Wil R i A 38 5 2 A A
RN . B H RS KT 9 5T 4 i W D00 o 42 15 10
W3R 45 A A M BE 3 ) 2 0.5 TU/mL A1 1 1U/mL(J
IR 2 W] AR ) L i S 202 201803001,
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ARKF 10265, HEIADRE 25 B A 40 D9 RS 25 3 75 & 2R
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BRI 20 K AR PAT R AL AL, i sk HOE &
RIGH A AR MEZE GO M F RZB(CV. bR R
CVARTF10%7D,

1.3.2 TRFIA £l HBV REHLIE Lol A 5™ 4%
H Y Easycuta 4 | g I [A] 43 B9850 43 B A H8AE FL
AT HRAE . ARAER N A B FOAKKCH R E S A%
F s AU B:0. 05 TU/mL; & #E 5 C:0.20 TU/mL;
R D:2. 00 TU/mL & # & E:20. 00 TU/mL; #
#EAh F:150.00 TU/mL, 3850 158 B 45 i S 18 g Ok
7 0.05 1U/mL,
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¥12>0. 05 TU/mL B Ry BHPE s IR 25 R A — SR, R
Bl — vk, =W HAE =0. 05 TU/mL R FHME, K Z
1.4 Gt

141 FlHGH 25 SPSS19. 0 38 A ¥ . TR-
FIA JaA6 M 45 3R 5 o o002 50 25 2R L3R 1 0l g 3%
Fisher #fi UIME 3 1. 22 ROC i £k, H) € fc £ 5
. FIHAZR M R 20V 38 H K X, X 51
CV Ry b Ia)Hs %5 8 2 S R

1.4.2  TRFEIA A0 45 R 5 6 A a5 — 2ok i
K F Kappa {EH ok 275 . Kappa i85 2% S0kt

2 & ES

2.1 HEN HETEDRE 25 FEPEAY PRI B /KO 19 B 4 i
P B 1.3, 1 vA A, RS B R 4 B 6. 82 %6 Al
5.26 % ik )RG5 BE 430k 8. 29 %6 FN 7. 31 % . WL 1.

*x 1 H 7 i A AR

K- 1 K- 2
i H
PI{E (IU/mL) s(IU/mL) CV(%) P& (IU/mL) s(IU/mL) CV (%)
N A s 0. 46 0.03 6. 82 0. 95 0.05 5.26
L 1) X % 0.48 0.055 8.29 0.98 0.11 7.31
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i 30 BPERRAS 220 E 1 B B 3. 3040 .29 B

P Cd 96, 7%) s ¥R EETE 0. 05~1. 00 TU/mL ¥ 150 44
FHE bR A B E 132 431 BH M (5 88. 0%0) , 18 1] BH
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%2  TRFIA E#&T HBV SRR 5HIE KK L

FUER K 1 (26) ]
TRFIA ¥ i (IU/mL) n
FH ¥

0.03~<20. 04 10 0€0. 00) 10(100. 00)
0. 04~<20. 05 20 1 (5.00) 19 (95.00)
0. 05~<0. 10 50 36(72.00) 14(28.00)
0.10~<20. 20 10 37(92.50) 3(7.50)
0.20~<20. 50 30 29(96.67) 1(3.33)

0.50~1.00 30 30(100.00) 0(0.00)

2.3 TRFIA A 25 3R 5 0 uE il 56 — 0k Y 4
s 1.4, 2 g ALGHE, TREIA 345 3R 5
B UE 1 0 25 R — BME ) Kappa {4 0. 690, TRFIA
R 25 R 5 H a5 AL Z R A Gt (=
4.774,P=0.039), W% 3,
®3  HAMAELERIER(n)

DX b BR AT R 5 A8 R S R B A R R A B
RIS, KX TR BE A T kD hig .
fERBAPE Y A T B BRBERE = T A RS L
RFIPER KA . Gt N T AT 50 b Lt
AR SZ I P B XA T BR R E I T A A B R
<506 4 T b FR R T8 I A AR B P R <05 06 AT A
FEIKX K 0.05~0.274 TU/mL, S5,
R4 HEFRETAMAEERLER ()

T IR 5
TRFIA % Ait
FH Pk BH P
[{EE S 41 7 48
P 6 126 132
At 47 133 180

*5 REER/TREMSEE FRE.
B BE R FBRBAE R (%)

T U B R
99 1 29 1 30 <—0.126 - - — -
FR 18 132 150 <0. 04 100 — — 0(0)
it 47 133 180 <0.05 98.5 — — 2(1.50)
=0.06 — 85. 11 7(14. 89) —
2.4 BAEIGRE A E ORI SPSSIO. 0 BELH =0.en - 9787 1213 -

ROC £ WK 1.z 2 Pk 0. 924, H 5 ROC
Mgk P 0.5 W, ZRARIT¥FE X (P<
0.001). I 5 24 % 48 ¥, I DL 249 & 45 B0 K o,
BP0, 794, FH X5 I 1 B A5y il A B I RE D 0.
074 1U/mL,
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2.5 Bl AE T TRETA 3k D45 R 5 6 E 58—
MR ERA MRAE 1. 4.2 d IR TR S Y — 3
M Kappa {H>~ 0. 814, L3 4,

2.6 JRIXMAEE MRAE 141 hritE AKX,
JRIX (CV B B KR 10%)  JR X Ky 3 [l — 0. 126 ~
0. 274 TU/mL, & # ¥ 8 B 4 & M K X i [
k1 0. 04~0. 06,25 % (191G FL A6 K 0. 05 TU/mL, B K

T - — % T BRI I8 Bk S A P Bl b R A G 9k 3 S Al 91 1
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PERCR BT AR . H AT ARG RA I )iz . A
WEIE T Se AL 4 B 3l i 18] 43 B 52 O A0 A6 T 3% ¢ 1
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Pk B K F i N RS B B CV 4 il 6. 820
5,26 % LK CV 4050 8.29 M 7.31% .3
BT 2 CV AR KTF 10 %6 bR
CMIA | K HBV 2 i T 2 F) F A= 90 2 A
CPT-HBs F A | 25 F1 2 bR ic 4 2k 6 8 5 R K
b 2F B G A AH 25 G i S RO R R . T
PEA S EE I RO SR v R DA R Y ) R
R % o L AR SR A CMIA 3k % TRFIA
T3 VAR E Bk AR 0. 03~1. 00 TU/mL 1) 180 il b5
ARPEAT RN 200 UE 133 B B, 47 B B . TRFIA
R SRR R TR e s N =R C A 258
(P<C0.05), FH Kappa REVEAH TREIA 5 ik iX
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g R — 2k Y Kappa (5K T4 T 0. 75 BF R U7
7 1 19— B BT 5 24 Kappa B oK T4 T 0. 4,11
ANTF 0. 75 B e B FP 5 S — B0 — i 4 Kappa
H/NT 0.4 B F BB Fp 7 ik — SRR 220, RS
% TRFIA J7 3 5 800 i 50 4 DU 45 SR — B0k 1) Kappa
B2 0. 690, 3 B P b J7 ¥ 8 MR 45 R ) — Bode— i,
I e T I SR AT A

ROC ik 2 3 L VI S G 1% 0
2, FLRB R HE O A B A2 I cE I SR R 2
TG BORVEA I A i 50 A 55 vk LR B0 KL 10 1]
T A S ) B MERRAT fEME E . ARSE R A
FH ROC it £k o B2 8 48 B0t K 1 455 450 0 5 A A i
FAEH 0. 074 TU/mL, LB, ROC 1 2% F m LW o.
924, ROC MIZk FHIFALE 0. 5~1. 0,7 24 ROC fh &
THEALE 0. 9~1.0 B, A HA K& W2 B M E".
ARSI ROC #iZe F i B4 0,924, PR L 16 B 5 A 5
AWM E. 800G FE T . TRFIA J7 ik
kil 5 — 2Pk Kappa {525 0. 814, K F 0. 75,
F UG P A 7 v B — B BT 3R s BT 1Y e B
{EA — 2 WG R FH AN 1A

TRFIA J7 00X T2 G2 09 ELISA J7 46 Y
REA B AR & H R R 2 0 55 BH
PaAs s BB X, B DX 3 Bl A i A o H 8, 0 [ i i
FEAS Ty R i E A T 1 LR URR O . AR E S AR 418 s
FAE £ 2CV B8 1 K X5 2 — 0. 126 ~0. 274
IU/mL, JKIX ) F R —0.126 TU/mL, & A& #
ARSI B, KFIKIX LB FRA P 2. 13501
MR NF S0 g it Bz ik 2. K
FTEH 5 25 7€ (19 K IX 5 2y 0. 04~0. 06 TU/mL, 7£
INF IR IR BRI FR A s B M 006, /N F 5% 58
Thaf Az R 20 F TR T K X R AR AR
B BA RN 14. 8900, KT SW G it 2 L8211
BRZEVE I, R BN A B a5 U 4 I B
% 0. 05 TU/mL, i Lk 0. 05 TU/mL 4§ K K X F
B /N F K IX T BR AR AS s 150 20 {8 B4 2%, /)
T 5N Gt bRl iR E . MR T KX T
R 0. 04 TU/mL,0.05 TU/mL #E 4 K X B T R B A8 it
RS T AT A2 0 15 223 [ O F TR X [ A
Fe L RBORVEMIR S . I, 285 % B AP RS B A
SEER B K XFE A 0. 05~0. 274 TU/mL, % 4 52 5
EABENSHE L,
4 & i

AW ST K A LI TRFIA kgl HBV
F B A B ARG FHE 0. 074 TU/mL, JKIX 2 0. 05~

0.274 TU/mL, 53 7 6 B 45 %€ 5 AH{E /9 0. 05 TU/
mL,JK[X 0.04~0.06 IU/mL 7 —E M2 5. Kk,
5 S92 G = 0 AR AR AR 525 = A S BRI O, 4 TRETA 3
Rl HBV 2 18 Bt I 49 i S e K DX 3547 558 308 .
XF T (AR K X AR AR, TAE N 61 5 B 3 sl e
URVALSE T OU G S 25 G P 2 WL AR A 4 R AT BE
EME A,
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