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Since the introduction of the Nichols manual IRMA intact PTH assay in the 1980's, a number of published studies with bone biopsies have been
based on the use of this assay and practical clinical conclusions have been drawn from this literature. Indeed, treatment protocols—including the
draft K/DOQI clinical practice guidelines on Bone Metabolism and Disease in Chronic Kidney Disease—have been based on reference to studies that
used the Nichols manual IRMA intact PTH assay. Since the 1990’s, however, the majority of ESRD patients’ routine PTH values have been determined
using the Nichols automated Advantage Intact PTH assay. To ensure proper interprefation of the literature and patients’ routine test results, it is
essential that the Nichols automated Advantage Intact PTH assay give the same results as (or be aligned with) the Nichols manual IRMA intact PTH
assay. This study investigated the differences between the Nichols automated Advantage intact PTH assay and the Nichols manual IRMA Intact PTH
assay. We found a significant nonalignment between these two assays. The following data reveals differences ranging from -1.9% to 74.7% between
the two PTH assays with an overall difference such that the Nichols Advantage Intact PTH assay read 27.5% higher than the Nichols IRMA Intact PTH
assay.

When treatment guidelines are based on one PTH assay, it is important fo have alignment with the assay generating patient values.
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