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Background
The objective of this study is to evaluate the analytical performances of the CALiaGold® assay (Sentinel Diagnostics) for the quantitative

determination of Calprotectin in human feces on the high-throughput, fully automated SENTIFIT® 800 Analyzer (Sentinel Diagnostics). The
presence of Calprotectin in human stool specimens is intended as an aid in the assessment of intestinal mucosal inflammation. The assay's
results can be used as an aid to diagnosis in distinguishing organic, inflammatory disease of the gastrointestinal tract from functional disease, in
patients with chronic abdominal pain and, furthermore, as an aid in IBD disease monitoring.

Methods
The CALiaGold® test is a Particle Enhanced Turbidimetric ImmunoAssay (PETIA) and

allows quantification of Calprotectin in fecal extracts. Calprotectin is extracted from
fecal samples using the extraction buffer contained in the CALiaGold® pierceTube
device (Sentinel Diagnostics). Calprotectin available in the sample mediates
immunoparticles agglutination. The tests were conducted following CLSI! (Clinical and
Laboratory Standards Institute) Guidelines and Microsoft Excel statistical tool Analyse-
it was used. Performances evaluation included Limit of Blank (LoB), Limit of Detection
(LoD), Limit of Quantitation (LoQ), intra-assay imprecision, total imprecision, linearity,
on board reagent stability, instruments correlation, Hook effect.

Results Figure 1. Limit of Detection (LoD)
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Figure 3. On board reagent stability
Calculated as % bias vs. Time 0.

Figure 5. Instruments correlation
With Passing-Bablok fit: y = -3.97 + 0.98 x r = 0.996
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Figure 4. Linearity
Bias vs. predicted value.
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Conclusions

Analytical performances of CALiaGold® assay on the high-throughput, fully automated SENTIFIT® 800 Analyzer meet the
requirements for its use as quantitative determination of Calprotectin in human feces and make this assay very suitable for the
routine measurement of this protein.
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