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Abstract To investigate the comparability of conventional biochemical assay results between Celercare M1 and Beckman
DXC800 analyzer, and provide the basis for clinical laboratory accreditation and mutual recognition of test results in
different laboratories, Beckman DXC800 detection system (comparison method) and Celercare M1 detection system (test
method) were used respectively to make a determination for conventional biochemical items with fresh serum according
to the EP9-A2 document of CLSI. We caculated the system bias of each item between test method and comparison method
at the level of medical decision and judged the comparability of test results according to the half of CLIA’88 standard. It
is shown that the correlation coefficient and the linear equation between Celercare M1 and Beckman DXC800 analyzer
are excellent (R=0.975, P<<0.01), the result biases for each item in medical decision levels are lower than 1/2 CLIA’88
acceptance standard. It is demonstrated that the measurement results between Celercare M1 detection system and Beckman
DXC800 detection system have excellent comparability.
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Table 1 Results for correlation regression analysis between

Celercare M1 and Beckman DXC800 analysis system (7 — 80)

WEDH P PIRG TR

«HBDH  »n=80 Y=0.978X+1.011(R*=0.974, P<0.01)
LDH n=280 ¥=0.992X—0.581(R*=0.969, P<0.01)
AST n=280 Y=0.981.X+0.962(R*=0.956, P<0.01)
CK-MB n=280 Y=0.991X+0.121(R*=0.982, P<0.01)
CK n=380 Y=0.975X+1.201(R*=0.972, P<0.01)
TP n=30 Y=0.972X+0.161(R*=0.968, P<0.01)
ALB n=280 Y=0.982X+1.253(R*=0.971, P<0.01)
TBIL n=80 Y= 1.026X+1.503(R*=0.980, P<<0.01)
ALT n=80 Y=0.976X—1.031(R*=0.975, P<<0.01)
GGT n=30 Y=0.949X+0.292(R*=0.971, P<0.01)
ALP n=380 Y=0.961X—0.625(R*=0.953, P<0.01)
UREA n=280 Y=0.986X+0.125(R*=0.955, P<0.01)
Cr n=280 Y=0.991.X+0.331(R*=0.961, P<0.01)
GLU n=30 ¥=1.005X+0.101(R*=0.969, P<0.01)
UA n=30 Y=0.991X+1.275(R*=0.971, P<0.01)
CHOL n=380 Y=0.974X+0.102(R*=0.981, P<0.01)
HDL-C n=30 Y=0.966X+0.112(R*=0.985, P<0.01)
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Table 2 Deviation and relative deviation results for routine biochemical test items in medical decision levels between two

detection systems

5 H 1/2CLIA° P2 g kP 1 P27 s KT 2 [ S

88 Xar Y SE SE% Xeo Y SE SE% X Y SE SE%
HBDH(U/L) 15.0 60.00  59.69 031 0.51 300.00 29441 559 186 500.00 49001 999  2.00
LDH(U/L) 10.0 15000 14822 1.78 1.19 300.00 297.02 298 0.9 500.00 49542 458 092
AST(U/L) 10.0 2000 2058 058 291 60.00  59.82 0.8 030 300.00 29526 474 158
CK-MB(U/L) 20.0 1500 1499 001 0.09 90.00 8931  0.69  0.77 — — — —
CK(U/L) 15.0 100.00 9870 130 1.30 240.00 23520 480  2.00 1800.00 175620  43.80  2.43
TP(g/L) 5.0 4500 4390  1.10 244 60.00 5848 152 253 80.00  77.92 208  2.60
ALB(g/L) 5.0 2000 2089  0.89 447 3500 3562 062 178 57.00 5723 023 040
TBIL (umol/L) 10.0 2400 2613 213 8.86 4300 4562 262 610 340.00 35034 1034 3.04
ALT(U/L) 10.0 2000 1849 151 7.56 60.00 5753 247 412 300.00 29177 823 274
GGT(U/L) 10.0 2000 1927 073 3.64 60.00 5723 277 461 15000 14264 736 491
ALP(U/L) 15.0 60.00  57.04 297 4.94 20000 19158 843 421 40000 38378 1623  4.06
CREA(mmol/L) 5.0 300 3.08 0.08 2.77 7.10 7.13 003 036 1420 1413 007 052
Cr(umol/L) 75 4000 3997  0.03 0.07 141.00 14006 094  0.67 530.00 52556 444 084
GLU(mmol/L) 5.0 280 292 0.12 4.11 7.00 7.14 014  1.94 1000 10.15 015 151
UA(umol/L) 8.5 110.00 11029  0.29 0.26 180.00 179.66 034  0.19 640.00 63552 449  0.70
CHOL(mmol/L) 5.0 1.81 1.86 0.05 3.04 5.17 5.14 003 063 7.26 7.17 009 120
HDL-C(mmol/L)  15.0 0.91 0.99 0.08 8.91 142 1.48 006 449 — — — —
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