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Complexes and
unbound elements

Specificity of the APO €4 Assay

This study was performed to assess the
APOE specificity of the APO €4 assay. The
study was run on a single Access 2
Immunoassay Analyzer with one reagent
lot. A K2 EDTA plasma APO ¢4 negative
sample was spiked with stock solutions of
APO €2 and APO €3 protein. The signal
from the APO €4 assay and calculated
result were compared with the un-spiked
sample. Each sample was analyzed in
duplicate.

PCR Genotype Concordance

A study was performed to assess the
concordance of the Beckman Coulter
APOE ¢4 RUO assay with PCR

genotyping.

The analysis was performed using PCR-
genotyped K2 EDTA plasma samples
tested in singlicate on a single Dxl 9000
Immunoassay Analyzer, with one reagent
lot. (n=300). Each sample was tested in a
single replicate.

APOE zygosity from PCR genotyping was
compared with the Calculated Result of the
APOE €4 RUO assay.

Table 6. Imprecision on Dxl 9000 Immunoassay Analyzer with reagent lot 1
Calculated Result

Within Run Between Run Within Lab

SD %CV SD %CV SD %CV
Sample 1 40 0.003 0.000| 9.8 0.000 3.7 0.000 | 10.4
Sample 2 40 0.003 0.000| 7.9 0.000 2.1 0.000 | 8.2
Sample 3 40 1.64 0.13 7.7 0.05 3.1 0.14 8.3
Sample 4 40 2.37 0.22 9.2 N/A N/A 0.22 9.2
Sample 5 40 3.61 0.27 7.6 0.26 7.2 0.38 | 104
Sample 6 40 6.66 0.63 9.4 0.24 3.7 0.67 | 10.1

Table 7. Imprecision on DxI 9000 Immunoassay Analyzer with reagent lot 2

Calculated Result
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Within Run Between Run Within Lab

SD %CV SD %CV SD %CV
Sample 1 40 0.004 0.000 | 8.5 0.000 2.1 0.000 | 8.8
Sample 2 40 0.004 0.000 | 6.7 N/A N/A | 0.000 | 6.7
Sample 3 40 1.45 0.11 7.4 0.07 4.5 0.13 8.7
Sample 4 40 2.04 0.13 6.3 0.02 1.1 0.13 6.4
Sample 5 40 3.26 0.22 6.8 0.21 6.4 0.31 9.4
Sample 6 40 6.32 0.45 7.1 0.17 2.7 0.48 7.6
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T Measured APOE signals are background signals

CONCLUSION

The Beckman Coulter APOE ¢4 RUO assay provides fast and
precise results in an automated immunoassay platform on the
Beckman Coulter Dxl 9000 and Access 2 Immunoassay
Analyzers. The assay showed 99.3% concordance with PCR and
had high correlation with commercially available APOE ¢4 RUO
assays. The concordance data show that the Beckman Coulter
APOE ¢4 (RUO) assay may have promise as a foundational
blood-based biomarker in research laboratories around the
world.
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