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SUMMARY AND CONCLUSION

Special features of the validated multi-matrix sandwich ELISA for the detection of C-terminal FGF23

 Characterized antibodies * Serum based standards (0-20 pmol/l) * Precision (<12% CV)
* Defined analyte (C-terminal FGF23) * High sensitivity (detection limit: 0.08 pmol/I) e Accuracy (>89%)
 Serum and plasma as sample matrix * High specificity (>93%) * Dilution linearity (100-108%)

We could show that C-terminal FGF23 multi-matrix ELISA may be a reliable tool to measure C-terminal FGF23 in serum as well as in plasma samples.
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Several studies revealed that
FGF23 concentrations are
increased in chronic kidney
disease, oncogenic osteomalacia ANTIBODY AND ELISA CHARACTERISTICS

and several rare hereditary I o L _ . ,
disorders. Most of these Both ELISA antibodies bind to FGF23 with high affinity The ELISA fulfills all validation requirements

association dissociation
measurements were performed 1,6 ASSAY PARAMETERS m Mean [%] Range [%]
by using immunoassays, which ,

detect only intact (intact FGF23 capture Ab SPECIFICITY ‘ - o 100

. erum -
ELISA) or both intact and C- - Competition ETDA (4) 94 93-99
terminal fragments (C-terminal | detection Ab Heparin (4) 93 88-96
FGF23 ELISA). | DILUTION LINEARITY
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Here, we show the validation Biolayer interferometry measurements of polyclonal capture (pink) and Serum (9) 89-126

d ch terizati : C polyclonal detection (turquoise) antibody to biotinylated FGF23 protein coated : EDTA (.4) 69-120
an Characterization ot a ) to SAX sensor revealed a KD of <1.0 E-12 for both antibodies. Heparin (10) 93-117

terminal multi-matrix FGF23 Citrate (5) 93-123
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polyclonal antibodies were Principle of the C-terminal FGF23 sandwich ELISA : Heparin (10) 90-132
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and also determination of N-terminal C-terminal IFGF23 ETDA (7) 73-123

binding kinetics with biolayer Y U Lower range (5 pmol/i) Heparin (8) 68-161

interferometry was performed. —“smi Citrate (7) 61-132
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. EDTA (7) 77-114
The assay was validated Upper range (10 pmol/l) Heparin (8) £9.118

according to standard quality Citrate (7) 58-107

guidelines with a special focus The C-terminal FGF23 ELISA detects the C-terminal part of intact FGF23 C-terminal FGF23 ELISA characteristics, whereas specificity was determined by
on matrix comparison (serum (iIFGF23) and the C-terminal fragment (cFGF23) as well. Both forms are adding at least 5-fold molar excess of capture antibody as competitor. For dilution

circulating in serum and plasma samples. The capture antibody (cAb, pink) and linearity samples were diluted with assaybuffer. Accuracy was determined by spiking

nd EDTA, heparin and citr
and » Nepd d d. .C trate the detection antibody (dAb, turquoise) have binding sites at the C-terminal of two concentration (lower and upper range) of recombinant C-terminal FGF23.
plasma) and analyte stability. FGF23.
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