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Proficiency Testing Scheme of NSP Antibody ELISA

Diagnostic Devices for Foot-and-Mouth Disease Virus

Tsu-Han Chen

Abstract

A domestic research team has jointly developed a highly accurate and sensitive
in-vitro diagnostic kit (IVD) using a blocking enzyme-linked immunosorbent assay
(ELISA) and is commercially available as the Sentinel® FMDV NSP Ab ELISA Kit.
This kit is mainly to be used for the detection of non-structural protein (NSP)
antibodies of anti-foot-and-mouth disease virus (FMDV) which can differentiate
vaccinated sera from infected sera. After evaluating this ELISA diagnostic kit using
pig, cattle, and goat sera, we report diagnostic sensitivities and specificities as high as
95% or more. In recent years, the inter-laboratory validation of the proficiency testing
scheme (PTS) has demonstrated high agreement and reproducibility of the results
obtained between the Sentinel NSP ELISA, PrioCHECK, and UBI FMD-NS ELISA
Kits. Our participation in the PTS of the United Kingdom Foot-and-Mouth Disease
reference laboratory in 2016 produced similarly satisfactory results with respect to
bovine and porcine serum samples tested with the Sentinel® FMDV NSP Ab ELISA
kit. Furthermore, the kit can specifically detect antibodies for the NSP of O/TW/97
and O/TW/99 FMDV serotypes as well as other serotypes in swine and bovine sera.
We did not observe cross-reactions of the antibodies to swine vesicular disease and

vesicular stomatitis viruses which further highlights this assay’s specificity.



