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Architect HTLV assay
— Principle and performance of the third-generation assay —

Kaoru Sawano and Satoshi Sugawa

Summary A screening test of blood transfusion samples for the presence of antibodies to human T-
lymphotropic virus, or HTLV was introduced in Japan in 1986. This test was then implemented in
Japan as the standard screening test for prenatal care in 2010.

Varieties of the test kits for HTLV have been developed and improved overseas and in Japan which
are now categorized into 1st,- 2nd- and 3rd-generation kits. Abbott's ARCHITECT HTLYV is a fully
automated third-generation chemi-luminescent immunoassay for the detection of antibodies to
HTLV-I and HTLV-IIL. Its principle is a sandwich assay with antigens (recombinant proteins and
synthetic peptides) attached both on the solid phase and the detection conjugate, aimed at superior sensi-
tivity and specificity.

As reviewed here, the ARCHITECT HTLV assay has shown an excellent sensitivity and specificity
that has greatly improved the quality of the diagnosis of HTLV I /Il infection and that of the

screening of blood donor samples and the screening for the prenatal care.

Key words: Human T-lymphotropic virus (HTLV), Antibodies, 3rd generation, Chemiluminescent
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