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Validation of the Change in the Calibrator of ELSIA F-AFP
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. SUMMARY

There are two types of standard reference materials (SRMs) for AFP: WHO SRM and Japanese SRM. The calibrator of
ELSIA F-AFP, which is an agent for AFP determination on the principle of EIA has been based on Japanese SRM. Now
that the standard of the calibrator is to be switched from Japanese SRM to WHO SRM, we assessed its clinical sensitivity
and specificity. The results revealed lower measured values of 71% of the conventional measurements, indicating a quite
similar profile to that of the kit based on WHO SRM. On the other hand, when current common cutoff value of 10 ng/mL
was used, the positive rate in patients with hepatocellular carcinoma proved to be 53%, while the negative rate in normal

volunteers proved to be 100%, ensuring the existing clinical sensitivity and specificity.
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