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= Broad dynamic range up to 1000 ng/mL
arkers = No hook effect up to 100,000 ng/mL
= Time to first result: 15 minutes

= Calibration curve stability: 28 days
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containing g alkaline phosphatase o coated with anti-CEA MAb
CEA conjugate
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Signal produced is directly proportional to the CEA concentration in the sample
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Performance Access CEA/Abbott IMx CEA Method Comparison

The Access CEA assay was compared with the Abbott IMx CEA method on 288 samples ranging
between 0.3 and 920 ng/mL. The comparison between the two methods was analyzed by linear
regression using Deming calculation with the following result:

Access CEA = 0.97 IMx CEA + 0.52 (r = 0.96)

CEA

Expected Values

Using the Access CEA assay, CEA concentrations were measured in human serum samples from 301
apparently healthy blood donors, including smokers and non-smokers. This study gave the following

results:
n 0-3.0 ng/mL | 3.1-5.0 ng/mL 5.1-10.0 ng/mL >10 ng/mL
Non-Smokers 151 95.4% 3.9% 0.7% 0.0%
Smokers 150 82.0% 87% 8.0% 1.3%
Total 301 88.7% 63% 43% 0.7%
Characteristics Sample Type/Size Serum/10 pL
Time to 1st Result 15 minutes
Analytical Sensitivity 0.1 ng/mL
Calibrator Levels 0, 1, 10, 100, 500, and 1,000 ng/mL
Expected Range <5 ng/mL (95% of healthy subjects)
Open Pack Stability 28 days
Calibration Stability 28 days
Infg':::ilgﬁ Access CEA — 2 packs of 50 tests/pack 33200
Access CEA Calibrators — 6 vials of 2.5 mL/vial 33205
Access CEA QC - 2 levels, 3 vials/level of 2.5 mL/vial 33209
Access CEA Diluent — 1 vial of 4 mL 33206
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