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Investigation of the analytical measurement range and clinical reportable range of electrochemiluminescence
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Abstract: Objective To investigate the analytical measurement range(AMR) and establish the clinical reportable range(CRR)
of Roche Cobas E601 electrochemiluminescence immunoassay(ECLIA) system in the detection of N-terminal proB-type natriuretic
peptide(NT-proBNP). Methods

the low and high concentration limits claimed by manufacture, were detected twice each. The AMR claimed by manufacture was e-

Samples with equal interval, proportional prepared with samples at concentration levels, exceeding

valuated and verified by polynomial regression analysis. Five samples,at high concentration level and within the AMR, diluted to dif-
ferent dilution ratio,were detected,and the dilution recovery rate was calculated to determine the max allowable dilution rate and es-
tablish CRR by combining functional sensitivity. All of the detection and analysis mentioned above were performed according to clin-
The AMR of NT-proBNP was 5—35 126 pg/mL,the max
allowable dilution rate was 1 ¢ 2,the CCR was 8. 82— 70 252 pg/mlL. Conclusion
claimed by manufacture,of Roche Cobas E601 ECLIA system in the detectioni of NT-proBNP and the CCR established in this re-

ical and laboratory standard institute (CLSI) document EP6-A. Results
There can be fine linearity within the AMR,

search can meet the needs of clinical laboratory.
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BAS  ELR ] L5 R 2 T 3441 ZA{H
1 4.78 4.89 4.835 0.11
2 3 606 3554 3580 52
3 7 291 7373 7332 82
4 11 404 11 328 11 366 76
5 16 016 15 832 15 924 184
6 20 865 20 914 20 889.5 49
7 24 836 24 797 24 816.5 39
8 30 359 29 991 30175 368
9 35 120 35132 35 126 12
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2 by —3580.6888  340.870 2 —10.505 15  267.8917
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11 548 1:2 5725 5774 99. 2
1:5 2 396 2 309.6 103.7
1:10 1183 1154.8 102. 4
22 358 1:2 10 406 11 179 93.1
1:5 4 140 4 471.6 92.6
1:10 1 988 2 235.8 88.9
29 662 1:2 13 528 14 831 91.2
1:5 5175 5932.4 87.2
1:10 2 425 2 966. 2 81.8
33 080 1:2 14 778 16 540 89. 3
1:5 5 253 6 616 79.4
1:10 2 675 3 308 80.9
34 812 1:2 15 791 17 406 90. 7
1:5 5768 6 962.4 82.8
1:10 2 808 3481.2 80. 7
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