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A Trial to Improve the Screening for Congenital Adrenal
Hyperplasia
- Basic Study on the Enzaplate Neo-17a-OHP -

Atsushi Mikami, Kaori Honma, Yoshikiyo Mizushima, Tsuneichi Ozaki, Kozo Fujita

In order to improve the congenital adrenal hyperplasia (CAH) screening program, a newly
developed ELISA kit [Enzaplate Neo-170-OHP based on a new highly selective
anti-17-hydroxyprogesterone (17-OHP) antibody] was tested, and its efficacy was evaluated by a basic
loading test and by comparing with the kit currently in use or the highly sensitive HPLC method. The
data revealed that the new kit had an acceptable reproducibility (CV=11.28-14.14% in 17-OHP direct
assay, CV=7.24-15.33% in 17-OHP extracting assay) between high and low levels of 17-OHP. The
results showed, moreover, that 17-OHP levels measured by new kit were evaluated to be close to the
values measured by HPLC (R=0.852 by correlation between 17-OHP extraction assay and HPLC in 278
neonates, R=0.981 in 9 patients with 21-hydroxylase deficiency). New kit is capable of setting a cut-off
level (17-OHP>4.5ng/ml with the extracting assay) to detect positive cases. These facts show that the
newly developed reagent is worth to use in CAH mass-screening.
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