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BH  XFEtE 2 FE9E Gy 434 (time-resolved fluoroimmunoassay , TRFTA ) 71 il 0028 0 [ 52 56

(enzyme-linked immunosorbent assay , ELISA ) #:1l] £, %4 {4 8 27 1L 75 P s 75 K 8K 1 (hepatitis B virus large sur-
face protein, HBV-LP) #4705 27 LA, F7ik  UREE 30 il H MAG I IE bRAAE Jy IR XS T 150 {18 1 £ 74
JHS A MG bRAS, F T ELISA 4600 HBV-LP K H e 70 1] B AR AR 2y BHPEAREAS 70 1] BE VAR A S 1]
PEREAS , 43 52K T TRFIA LA HBV-LP X — 25 (1 R R B — B0k Ao 2 k31 [ R 2% B AH DG
Je IR & RORSE PEREAT UL, b TRFIA 55 ELISA 25 50K — 80/ 12 filkRAR ] PCR L EATRRIE, 45
B TRFIA #31 HBV-LP [ NISE(E H 0. 1 ng/ml, ELISA Kl HBV-LP 50/ NG44 2. 5 ng/ml, — 1
FESLEEHI Y 100% . TRFIA 1 ELISA Kl HBV-LP [y Kappa &% 0. 83, 12 {5 ELISA 1 TRFIA Kl /% )
bRA, 28 PCR 35549 10 i) HBV DNA > 10° #% D180, TRFIA 700K 00 ) 22 VS B 75 0. 625 ~ 10 252 ng/ml 2
[i], ELISA 3050 & A A R MEFEEITE 5 ~ 1 281. 6 ng/ml, TRFTA JEAG I & b AR 3 MUk BEAKCF-Rg4IE N CV
#1956, 10% ,ELISA 2:(0HEP CV 7454 8.98% . TRFIA it CV F-+) % 6.91% , ELISA gL CV 3%

10.45% . TRFIA G5 & 925G T RN 6. 61% ,ELISA 7| @ 145 & TR 23.59% . £k

TRFIA 5

ELISA HA R BE A — Bt (B2 P A LL , B2 5 w0 R AR MG 3 B2, HL TRFTA 3305 & iR P A
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Methodological comparison of detecting HBV-LP by time-resolved fluoroimmunoassay and enzyme-linked im-
munosorbent assay LI Mei, LIU Jie, YE Yan, et al. Department of Clinical Laboratory, Wuxi People's Hospital Af-
filiated to Nanjing Medical University, Jiangsu 214023, China

[ Abstract] Objective To compare the measure results of serum HBV-LP between using time-resolved flu-
oroimmunoassay ( TRFTA) and enzyme-linked immunosorbent assay ( ELISA) in the patients with hepatitis B. Meth-
ods A total of 150 serum specimens of hepatitis B patients were collected. 30 serum specimens of healthy people
were taken as the negative controls. HBV-LP of 150 serum specimens was measured by ELISA to distinguish 70 nega-
tive from 70 positive samples. Then, these samples were measured by TRFIA. The sensitivity, specificity, consisten-
cy, detection range, precision, relativity and the stability of kits were evaluated. 12 inconsistent samples between u-
sing ELISA and TRFIA were tested by polymerase chain reaction (PCR). Results The sensitivity of TRFIA and
ELISA was 0.1 ng/ml and 2. 5 ng/ml respectively. The specificity of TRFIA and ELISA was 100% . The Kappa was
0.83. The HBV DNA copies of 10 inconsistent samples were > 10°. The detection range of TRFIA was between
0. 625 ng/ml and 10 252 ng/ml. The positive rate of ELISA was between 5 ng/ml and 1 281. 6 ng/ml. The intra-as-
say average CVs of TRFIA and ELISA were 6. 10% and 8. 98% respectively for 3 different concentrations. The inter-
assay average CVs of TRFIA and ELISA were 6. 91% and 10. 45% respectively. The stability of the established assay
kit was better than that of the commercially ELISA kit. Conclusion TRFIA and ELISA come with a high degree of

consistency in detecting HBV-LP. However, the sensitivity, precision and stability of TRFIA are better than those of
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ELISA.
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ALt B T U 6 LR A — s B R BRYE™ . HBV-
LP J& HBV RYA e (1, /0 [ Bt HBV J& e & K
s B 52 T AR 0 0L 2% M8 AR, 5 HBY AR &
AR EE 2 UIAH G, H AT A HBV-LP 177 % 328
it HC B 938 W [t S 56 ( enzyme-linked immunosorbent as-
say, ELISA) 3511 Bl 95 5 6 %003 1 Ak /0 B R
R B A 5, DAL Beig Bt 5 2569 Bt %O
ARV (5] 73 B 1 AR RH 28545 0% B[] 23 9 25¢ D' 4 92 3 i
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1.3 TRFIA fil] HBV-LP R A0, 7 Au-
toDELFIA-1235 % _F 46 2 Y615 5, A i it Ze it
SRR Y HBV-LP () & B (R FHLER A7) o
1.4 ELISA £:l] HBV-LP R JXUTJe .00 12, Rl
ALISEI QUALITY SYSTEM 4> [ Sl i 43 B (UG
1.5 PCR #il] HBV DNA  SRATRTah AL 2R 4 i HE
2B A G EA TR, B04IE TRFIA 5 ELISA AN—
BHIPRA

L6 Seitaiiik  NiH SPSS17. 0 et sk #1748
30T, % TRFIA FI ELISA i 5 i 9647 — Bk
%, 715 Kappa {H.

2 #R

2.1 TRFIA I ELISA [ & 0% Hde  FI TRFIA
TEIIE 20 AL s bRl it i 0 B, AR s 5
SREEIE N 2 AEARIEZE () 5 YD B T b v i
2 A% 30 1A R A A s NI EE , 9 0.1 ng/ml,
F ) ELISA 2RI 5 20 L3 sUbRUE Sl 19RO EE , ZhR
WERIBOCREIE N 2 FEPRTEZE (s) J5 HUMROG BETEARUE
2k AT AR R B Hoe/NUER , 4 2. 5 ng/ml,
2.2 TRFIA F1 ELISA (FERFE LR FIH] TRFIA F1
ELISA WA 12553 SIS 30 461 1E 5 (K7 1ML (HBV
MEFR S P BAYE ) () HBV-LP (18 &, 45 S 45 [
P, & HBV-LP Rl ¢ 5 B2k 100% (30/30)
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2.3 TRFIA 1 ELISA jill 52 HBV-LP ff)—%k Mt %}
ELISA BF 4 25 01 BH 1 20 () B A 4T TRFIA J5 35 1
Kol , 45 5 0,36 1, Kappa = 0. 83, 7E ELISA [H 44
£ 1 i) TRFIA B, 76 ELISA [PE4H4 11 45] TRFIA
FHM:, R PCR #4730 4R 15, 78 ELISA [ 404
10 {5 HBV DNA > 10" #% D15, HoAth A

# 1 TRFIA #2 ELISA Il & HBV-LP #y — % £

TRFIA

ELISA it
+ _
+ 69 1 70
- 11 59 70
Bt 80 60 140

(x=10.45% ), WLF3,
% 2 TRFIA #1 ELISA # B % JF th 3 (n =20)
TRFIA ELISA

womo ;
W . cv e s . cv
(ngm) P (%) (g P (%)

EHcEE4l 363.3  15.63  4.30  358.1 29.68 8.29
Ry E 55.7 3.57  6.41 54.2 4.65 8.58

e 21 16.5 1.25 7.58 16.7 1.68 10.06

%3 TRFIA Fu ELISA # 8 ¥ % &t % (n =8)
TRFIA ELISA

4 oA e B ke BE
Mg, oV W
(ng/ml) (%) (ng/ml)

CvV

SD (%)

1 : Kappa =0. 83

2.4 TRFIA f1 ELISA #:i HBV-LP {48 M 3 [

1E 90 i £, AU B 9% £8 3 I8 H BE £ HBV-LP ¥k &
(10 252 ng/ml) %Rl 1 9| L FURT R £ MG PR AR
FEARIE S 0.625 ng/ml, i TRFIA 515 ELISA {74
[ 4T HBV-LP el , 255 ILIET 1, TRFTA 2504
I HBV-LP A2 PE3E FEI7E 0. 625 ~ 10 252 ng/ml 2 [i]
ELISA 054G M ) £ MU [l 7E 5 ~ 1 281. 6 ng/ml,
TRFIA 7E S E AR 2351 Fb ELISA 553 8 A% A e U
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41 TRFIA #n ELISA 4 ] HBV-LP & %4 |4 3% [

2.5 TRFIA 71 ELISA b MILIAPRS S UL TRETA
il HBV-LP & IR 3 ASAS [l W BEAKCF Y HE A
CV(n =20) 5} 54 4.30% .6.41% \7.58% (x =6.10% ) ,
ELISA #; M {9 41k 9 CV (n = 20) 53 51 2y 8.29% |
8.58% .10.06% (x =8.98% ), W.7: 2, TRFIA il
HBV-LP & 7 Il 3 AW BE A9 HHL ] CV (n =8) 735l
H'5.06% 7. 15% .8.53% (x =6.91% ) , ELISA
ML CV (n =8) 43514 9.38% ,10.04% \11.93%

BBl 363.9  18.41  5.06  360.2 33.78 9.38
hykEH 55.1 3.94  7.15 54.9  5.51 10.04

R 2 21 16.3 1.39  8.53 16.1 1.92 11.93

2.6 TRFIA I ELISA #9124 DL TRFIA I
ELISA B 735 43 K I 90 5] £ 7 JiF 48 £8 3 1 ¥
H HBV-LP ¥k &, DL ELISA 350075 vk B2 oy x #l1, DA
TRFIA 754 B2 y BhaEAT LU, A R B r =
0.916, A4y y = 1. 6742x —15. 394, L& 2,

800.00 1
y=1.6742x -15.394

R*=0.8396 ¢
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0.00 1 T T T T
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X:ELISA HBV-LP concentration(ng/ml)
B2 TRFIA #2 ELISA By 41 % &

Y:TRFIA HBV-LP concentration(ng/ml)

500.00

2.7 TRFIA # ELISA 50 & e e PE i B3
2 TRFIA I &% 4 CRAF T d J5, A F 29800
5 EEH 360 689 114/s,37 TR 7 d J5 , AT
YEEHRIE A 335 996 14k/s,37 CH 4 CHILL, FilR
BUARLS G BT T RERER 6. 61% ;B3 21 ELISA X
FEE 4 CHRAET dJ5, A528GR E A
2.70,37 CK 7 d 5, MAR-F-WOCEEE S 2. 06,
37 CH 4 CAHHLL, PURPURZS A 11T R R
23.59% , W34,
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% 4 TRFIA Fn ELISA X 7 & 09 74 % M 8

TRFIA ELISA

A aemrrd TCKRTA BURBASAMRIER  4TRETD  3TCKRTA  BURBURLE A FEER
(ECHRE)  (SOEIRE) (%) (L) (BOEE) (%)
120 265423 251324 5.31 2.58 1. 84 28. 68
24 365123 341521 6. 46 2.67 2.12 20. 60
34 451521 415142 8. 06 2.84 2.23 21.48
SEI(E 360689 335996 6.61 2.70 2.06 23.59
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