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hsTnl, while serum was tested for AFP. Samples were tested in
replicates of nine per run with one run per day and five total
days on each pack lot and instrument. This resulted in a
minimum of 40 replicates for each sample on each pack lot

the three (3) instruments across the three (3) testing
sites. Reproducibility was evaluated using three (3)
different reagent pack lots and one calibrator lot. QC

Figure 4 Access AFP assay imprecision was evaluated following
EP05-A3 on DxI 9000 on each of three reagent lots. A representative
reagent lot is shown for illustration; all lots yielded acceptable

Individual assay data generated for the Access hsTnl and
Access AFP assays on the Dxl 9000 Access Immunoassay
Analyzert including accuracy, imprecision, detection
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Linearity

serum and plasma sample types. A method comparison
study was completed to compare the Access AFP assay
on DxI 9000 to the Access AFP assay on the Access 2
Immunoassay Analyzer for serum. Each study used a
protocol based on CLSI EPO9C-ED33 and the Assay

Migration guidance’. Method comparison studies were S | na the full analvtical . £ sach o
performed on three DxI 9000 Access Immunoassay amples covering the TUll analytical measuring tange ot eac
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Figure 8 A quantitative comparison study was completed to compare
the Access hsTnl assay on Dxl 9000 to the Access hsTnl assay on
Access 2. Regression analysis following EP09C-ED3 was completed
in addition to comparison to Allowable Total Difference (ATD) zones
prescribed within the Assay Migration guidance. Study design criteria
were met.

Studies were performed to assess the linearity of the Access
hsTnl assay and the Access AFP assay on the DxI 9000 Access
Immunoassay Analyzer based on CLSI EP06-Ed2°.
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ATD zone, for which approximately 95% of individual
sample differences are expected to fall (see Figure 1).

were run in replicates of two for each assay on each day to
verify the system was in control.
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Figure 6 Access AFP assay linearity was evaluated following EP0G-
Ed2 on DxI 9000 across 3 reagent lots. Acceptable nonlinearity was
observed for each individual assessment.

Figure 9 Access hsTnl assay imprecision was evaluated following

EP05-A3 on DxI 9000 on each of three reagent lots. Serum and lithium

heparin plasma were evaluated individually. A representative reagent
lot is shown for illustration; all lots yielded acceptable performance.
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