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Background. FGF-23 plays a key role in phosphorous metabolism. Many studies have shown its interest in clinical practice. However, a strong analytical validation of this new parameter is clearly lacking.  
Methods. We established the measurement uncertainty, the accuracy profile and (-expectation limits of the C-terminal FGF-23 kit (Immutopics, San Juan Capistrano, CA) by assaying in triplicate 8 pools of sample during 4 consecutive days. Data were computed with e-noval (Arlenda, Liège). We also studied the impact of different curve calculations (4PL vs smoothed spline). We constituted 8 pools, ranging from 42 to 1307 RU/mL and we used the 2 wavelengths (450 nm for values <600 RU/mL and 600 nm for values >600 RU/mL) recommended by the manufacturer. We accepted a risk of 30% for the accuracy of the method.
Results.  With the accepted risk, using the smooth spline calculation of the curve, we could not consider the method as valid, because its accuracy profile was not comprised between the acceptance limits of 30%. However, using the 4-PL calculation allowed us to completely validate the method from 97 to 1209 RU/mL. 
Conclusions. Our results show that the 4-PL calculation of the curve must be used in order to have the accuracy of the C-terminal FGF-23 comprised in the (30% acceptance limits, even if the manufacturer recommends the spline smoothed mode. The method is valid between 97 and 1209 RU/mL and the samples must be diluted to fit with the validated range, or responded “<97 RU/mL”. 
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