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GO OB IEREX, HE ABAELOIH.5 A ECLIA A AFPHAEAEE EHE BATRELARAZR ), 4
BOmEHEA 11.90 TU/mL e # K, iE S AAF F E 4 0.28 TU/mL, Z 45 % E 4 0.45 TU/mL; @ 2 444 %4 237. 23 TU/mL
MR BIEERAEEEA 2.85 TU/mL. EHFEEH3.501U/mL. S RERA—H: 38 KEAELHRAEDBENERE A
AT ZH DTSN .0 EMRIE R MNERLS A B H—0.41%~6.61% ;040 FR-EA A 0.514~992.7 TU/mL
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Performance verification of electrochemiluminescence immunoassay system in the detection of alpha fetoprotein
Wang Fan',Jiang Hongjun®
(1. Department of Clinical Laboratory sthe First People’s Hospital of Yunnan Province s Kunming ,Yunnan 650032, China;
2. Department of Clinical Laboratory , Kunhua Hospital Af filiated to Kunming Medical College, 650032 ,China)
Abstract: Objective To verificate the basic analytical performance of the electrochemiluminescence immunoassay(ECLIA) sys-
tem in the detection of alpha fetoprotein (AFP) and explore a suitable verification mode of ECLIA. Methods The precision,accura-
cy,clinical reportable range and reference interval of Elecsys 2010 ECLIA system in the detection of AFP were analyzed according
to related guidelines. Results The within-run precision,total precision were 0. 28 and 0. 45 IU/mlL,according to the samples with
AFP level of 11. 90 IU/mlL.,and according to the samples with AFP level of 237. 23 IU/mL, the two parameters were 2. 85 and 3. 50
1U/mL,all be consistent with manufacturer’s claim. The relative bias between the ceasured results of controls at high and low level
and each target value were both less than 5% ,and the relative bias between the measured results of EQA controls at five levels and
target values were —0.41% — 6. 61%. The verified analytical range was 0. 514 —992. 7 IU/mlL, within the manufacturer calimed
liner range. The clinical reportable range was 0. 514— 158 832 TU/mL. The verified eference interval was 0. 0—5. 8 IU/mL and con-
sistent with manufacturer’s claimed. Conclusion The main analytical performance of Roche 2010 ELICA system in the detection of

. . ! . . . .
AFP were consistent with manufacturer s claim. The manufacturer claimed reference interval was acceptable. The performance veri-

fication procedure and experimental methods in this research are simple and practicable.
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{24 3.3 TU/mL.H {5 993.9 TU/mL, H Al L 4% 20
L.19L+1H,18L+2H 14L-+6H,10L+10H,8L+ 12H,6L+
14H 4L+16H.2L-+18H . 20H B 3% £ 1 il - 7 1 2 51 e Ji 1L

o KBS U 1 R B Wk LTS AE 2 IR Elecsys 2010 4 H 3 H
ﬂc R L EE W 2 W0 AR 8 H R 4T 2.10.20,
40.80.160 55 #5 B[R], B 1y 2840 /KA S 25 |1 % IR, 2 42 U
FE 2 W IR R
1.3.4 235 [H 1 56 UE
AFP AT 5E
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Mg 4w, g s dY, FRNLEL2,

1 BLEERER T AFP % BT
{REH &M (1U/mL)

e £F 20 i BE S BO I 6

45 LR IPNEE PN PN RPN PN
R 1 12.00 11. 80 12.00 11.98 11.97
HH2 12.10 11.90 12.02 12.02 11. 86
3 11.70 11.71 11. 80 12.59 11.83
il 4 12.00 11.27 11. 81 11. 96 11. 64

XL BME S 11,90 TU/mL, [~ K Bl sy <<0. 36
IU/mL, sy <<0.71 TU/mL, BF /) sgp = 0. 28 TU/mL, sy =
0. 45 TU/mL, 40T~ Z A Bl e vFyi A .

2 BALEENXERN AFP BEERIE
EE#EMA(IU/mL)

45 LR IPNEE PN PN RPN PN
R 1 236.60  237.30  237.70  239.50  238.10
T2 235.30  234.10  236.50  242.50  237.90
3 235.20  236.10  236.20  241.10  235.30
Fad 4 236.20  234.80  235.40  243.10  235.60

Xt H e B 237,23 TU/mL, )~ 5 B sy <<7. 11
TU/mL, sy <<14.23 TU/mL, BUERY sgp = 2. 85 TU/mL, sy =
3.50 TU/mL, #/NF T K B 4 AR vriu i .

®3 AFPUEESHHPELR(IU/mL)

F 5 e g 1l i Kogs R 1 RmgiR 2 FEE A
75 0.507 0.52 0.513 5 —
20L 3.570 3.42 3.495 0 3.30
19L+1H 56. 250 57.00  56.6250  52.83
18L+2H 109. 800 106.90 108.350 0  102.36
14L+6H 317. 600 313.60 315.600 0  300.48
10L+10H 507. 500 505.70  506.600 0 498,60
8L+12H 614. 700 623.50 619.100 0 597,66
6L+ 14H 724. 200 718.90  721.550 0  696.72
41L+16H 833. 400 843.10 838.2500 795.78
2L+ 18H 926. 800 931.00  928.900 0 894, 84
20H 995. 900 989.50  992.700 0  993.90
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3.3 TU/mL,H g E &4 993. 9 TU/mL, [@ I BL 1 ) 76 18 7k
Y928 0 RE L S5 SR L% 3.
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SRR 20 B SR ACE 1 I AFP R 45 R K
F 5.8 TU/mL.>N 6.5 TU/mL. B LA 7T LI B 5] ) KR4
22 X /R LR M) AFP JIE 3% XA,

M\ _E R B 2R [l 2 2 =0.998 5,10 B 4 A% [ 09 2%
B T A R e U U T T R T {5 = [ DG M A
U REEEN 1,019, 76 0.97~1.03 Z i), W& 5 - A W7, RL R 5
1222 5 R R 6. 44, Sk PETU R RBR 995. 9 AR LL , {H
RN AERE S 0 22 51 ¢ K50 (P<<0. 05) , #RME 2 il B3t i 5
B S 0 A o 1 2R BE A3 o A . IRCEE AR K A S
FEAH 0. 514 TU/mL Sy 43 H7 W0 30 30 R A9 R B, o0 L 00 3 A SF- 3
W5 fE 992. 7 TU/mL, 2 4347 W 2 5 1Rl A 1 B Al b2 R O i
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Kl AFP {9 20 M S [ D 0. 514~992. 7 TU/mL, 5 K/
B A 2 A 0k R A O
x4 RROBEUEHER

— WEE 1 MR 2 FE TUE EIVES
dU/ml)  (U/ml)  dU/ml)  (IU/mlL) %0

1:2 537. 50 535.70 536.600  498.600 000 107. 621 30
1:10 109. 80 106. 90 108.350 102,360 000 105. 851 90
1:20 54. 30 56.0 55.150  52.830 000 104,391 40
140 25.23 25. 44 25.335  24.847 500 101.96 20
1:80 11. 86 12.29 12.075  12.423 750  97.192 88
1:160 5.78 5.36 5.570 6.211 875 89,666 97

x5 20 BIBEAKE) AFP WE LR (1U/mL)

4591 1 2 3 4 5 6 7 8 9 10

B 5.69 0.68 6.50 2.27 2.27 0.83 3.47 3.87 1.02 1.21

B’y 2.14 2.74 5.56 3.30 1.28 1.14 3.48 1.22 2.84 1.83
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i A B SE 40 B 5 AFP RO R T 42500 [ . T &K B i etk
JEEE R 0.5~1 000 TU/mL, 3 3 455 577, & 40 1ML 3% o I &
5P ELRER L. Y=1.02X+6. 44 =0. 998 5) . I iif 5
i E HLAL 2 R I E AFP 7E 0. 514~992. 7 Z A £t R 4F .
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% i R 500 B [ S T B AT Y A RS HCR 160 A5 R
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