











PERFORMANCE CHARACTERISTICS
Dose-response and precision profile

A typical calibration curve and precision profile obtained with the CanAg CA19-9
EIA kit are shown below. The precision profile is based on random pipetting of
calibrators into one microplate, n = 10.

Precision

Total precision was determined according to NCCLS guideline EP5-A (4) using
four levels of frozen pooled human serum containing added ascitespool. Each
sample was randomly pipetted (n=2/analysis) and analysed twice each day over
20 days. The analyses were undertaken during a period of 53 months, by > three
different technicians and using 20 different CanAg CA19-9 EIA kit batches.

Sample Replicates Mean Within-run Within-run Between-day Between-day
U/mL SD (U/mL) CV% SD(U/mL) CV%

CA19-9 1 80 154 0.6 3.8 1.0 6.8
CA19-9 2 80 56.3 1.9 3.3 3.6 6.3
CA19-93 80 99.8 4.5 4.5 6.2 6.2
CA19-9 4 80 182 79 4.4 12 7.0
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Detection limit

The detection limit of the CanAg CA19-9 EIA assay is < 1 U/mL defined as
the concentration corresponding to the mean of the absorbance values for the
CA19-9 Calibrator 0 plus 2 standard deviations according to the formula:

2xSD CALO
OD CAL 15-0OD CAL 0

x 156 U/mL

Recovery

Spiked serum samples were prepared by adding different levels of human CA19-
9 antigen to normal serum samples. The recovery of the antigen was in the range
90-110%.

Hook effect

No hook effect has been noticed with samples up to 50 000 U/mL. NOTE: In
very high samples the color of the substrate will change from blue to greenish
(and eventually yellow in extremely high samples). This will lead to a falsely low
absorbance at 620 nm, and in extreme cases the absorbance may fall within the
calibration curve range and noticed as a hook.

Linearity

Eight patient samples were serially diluted with CA19-9 Calibrator 0 and ana-
lyzed. The obtained values were between 96-105 % of the expected values in
the range 10-200 U/mL.

Specificity

The monoclonal antibody used (C192) is highly specific for the sialyl Lewis?
epitope (1). The NCCLS guideline EP7-P (5) was followed to determine possible
sources of interference. The following substances and concentrations were
tested and found not to interfere with the test.

Concentration with no
significant (+ 10%) interference

Lipemia (Intralipid®) 10 mg/mL
Bilirubin, unconjugated 0.6 mg/mL
Hemoglobin 5 mg/mL
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WARRANTY

The performance data presented here were obtained using the assay procedure
indicated. Any change or modification of the procedure not recommended by
Fujirebio Diagnostics may affect the results, in which event Fujirebio Diagnostics
disclaims all warranties expressed, implied or statutory including the implied war-
ranty of merchantability and fitness for use.
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