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The stability of a PTH assay is an important requirement when monitoring the long term course of renal bone disease and secondary
hyperparathyroidism. There is an overall assumption that a PTH assay from one manufacturer will be stable over time. Changes in antibodies, critical
components or standardization could result in a change in test performance such that patient values shift which could result in a misdiagnosis.
Therefore, we investigated the differences in PTH values for samples tested with the same Nichols IRMA and Scantibodies IRMA intact PTH assays for
20 samples tested in 1999, stored at -20 degrees C and then retested in 2003. It is reasonable to assume that some degradation of PTH may have
occurred during the four year frozen storage. The data is shown below. Both the Nichols and the Scantibodies IRMA intact assays reveal stability
from 1999 to 2003. Scientific publications for more than 15 years have been based on both the Nichols and Scantibodies IRMA intact PTH assays. If
these assays are used in routine ESRD patient care, one may have confidence to apply the conclusions reached in those publications to routine
patient care.
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