. 3292 - I E¥SIEKR 2017 £ 11 A % 14 %% 22 31 Lab Med Clin, November 2017, Vol. 14,No. 22

o E
SEE ELISA MEMFERRE 125 7 EFEN

R L S SN S S B\ S
A LWAEEELEFTRCERSEBA 266042;2. LALEF L FTRXILEFERLRA  266034)

i E:BH SHBFTHHELEEMRE(ELISA &M & if 4 £ 7R (CA)125 347 F ik 3. £ 5@ % ELISA £ %
Ml CA125 e9Arfetl, HiE KEARE L LFMR AL 4 180 4 2 E & KE hiF 4 A 200 4, 2+ Fi8 % ELISA @ £ CA125
HEREE WEE EHE SR BRAE FRERRTHRED TR RS B F L k3 (ECLIA) & R 847 1 aF, 3%
iR s AN, ER  Hi@F ELISA @2 CA125 ¢4 XML E % 0.0~500.0 U/mL k. ¥ . HAKFRAZTF ZHLCY S
F A 4.18%.3.80 Y% 4.75% . K18 CV 55 % 3.33%.3.11%.2.17% %, % CV 55k 6.74% .6.76 % .6. 34 % ; Pl wm Mk &
97.40% ; 5 Z K 1] 24 0.00~35.89 U/mL, 4 & % 3.0 U/mL, & & B (CEA)<2 500 mIU/mL., ¥ j5 & & (AFP) <500 1U/
mL ,CA50<{500 IU/mL,CA724<{500 IU/mL. %} iZ 5 A AR XX R B, Z®HFdm D FRF T 4 mmol/L.lmer kb FREFTF
150 pmol/L 4 &% @ /N TRF T 2.0 g/L. BN ERAAEZHm, ML RE ECLIAZR Z A& 48X (RP=0.948),fa &
W £ F ARG FENL(P>0.05), &b ZARE T FHEF ELISA &l CAL25 #9473 4F AR, M & & i CAL125 & R T
.82 .5 ECLIA 4 % B A Tk, T B I K, 32 S bl 2k &,

KB : H B FEHRLERM RS, BERR 125; FHFFM

DOI.:10. 3969 /j. issn. 1672-9455,2017.22. 005 X #f#FEL:A XEHS:1672-9455(2017)22-3292-03

Methodological evaluation of high-throughput ELISA for detecting serum CA125"
CHEN Juan',ZHANG Rong"' ,YU Shui* ,QU Songben'>
(1. Department o f Clinical Laboratory ,Qingdao Municipal Central Hospital .Qingdao,Shandong 266042 ,China;

2. Department o f Clinical Laboratory sQingdao Municipal Women and Children’s Hospital ,Qingdao,Shandong 266034 ,China)

Abstract: Objective ~ To conduct the methodological evaluation on high-throughput enzyme-linked immunosorbent assay
(ELISA)for detecting serum carbohydrate antigen 125(CA125) to realize the standardization of high-throughput ELISA for quanti-
tatively detecting serum CA125. Methods A total of 4 180 serum samples of inpatients and 200 serum samples of healthy people
were collected. The linear range, precision, accuracy. reference interval, sensitivity, specificity and anti-interference ability of high-
throughput ELISA for detecting CA125 were evaluated. The results were compared with those detected by the electrochemilumines-
cence immunoassay( ECLIA)and its clinical application value was assessed. Results The linear range of high-throughput ELISA for
detecting CA125 was 0. 0 —500. 0 U/mL. The intra-batch coefficienct of variation (CV) of low, medium and high levels were
4.18%, 3.80% and 4. 75% respectively, the inter-batch CV were 3. 33%, 3. 11% and 2. 17% respectively, the total CV were
6.74% ., 6.76% and 6. 34% respectively. The median recovery rate was 97. 40%. The reference interval was 0. 00—35. 89 U/mlL.
The sensitivity was 3. 0 U/mL. Under the conditions of CEA<C2 500 mIU/mL, AFP<C500 IU/mL, CA50< 500 IU/mL and
CA724<500 TU/mL, the method had no obvious cross-reactivity. Under the conditions of triglycerides<C4 mmol/L, bilirubin<C
150 pmol/L and hemoglobin<C2. 0 g/L, which had no obvious influence on detection results. The detection results by high-
throughput ELISA had linear correlation with those by electrochemiluminescence assay(R* =0. 948). The positive rate had no sta-
tistically significant difference between the two methods(P>>0. 05). Conclusion The standard operating procedure for detecting se-
rum CA125 established by high-throughput ELISA is reliable and stable in the results for detecting CA125,has comparability with
the results of ECLIA,which can reduce the detection cost and increases the detection efficiency.
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Je P BT A O REGA ] 0. 871, Ui B B A IR 52
M6 R Xof 45 SR 1) 1 UK v 3 it ELISA K CAL25 (25 1A {5 .

ARSI & R i ELISA JU € i CA125 92 % X i)
0~35.89 U/mL,5 ECLIA §J 0~35 U/mL & 3238 . 5 K 3
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