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The present state and standardization of fibrinogen assay

Osamu Takamiya

Summary Currently more than 95% of fibrinogen assays are carried out in Japan by the automated
Clauss assay. Its measurements are recommended as the international standard method. Recently,
several kinds of reagents account for 80-85% of the reagent used in the Clauss method. The
between-laboratory variability of the fibrinogen measurements carried out by the external quality assess-
ment (EQA) surveillance conducted by the Japan Medical Association, have gradually tended to
improve. However, the automated Clauss assay enables various combinations with measurement
reagents and experimental and commercial standard plasma for performing the measurements. The
between-laboratory variability of the fibrinogen measurements has decreased when the result
measured by the routine method are classified according to the commercial standard plasma used by
participants in our 2004 EQA. Moreover, the between-laboratory variability decreased in comparison
with a different standard used in the routine method for fibrinogen assay when the participants
used the same standard plasma as that in the EQA. It was considered that the major factor of the
between-laboratory variability of the fibrinogen measurements using the automated Clauss assay yield
is the accurately assigned values of commercial standard plasma compatible with combinations of

various measurement reagents and different instruments.

Key words: Fibrinogen assay, Standardization, Automated Clauss assay,
Commercial standard plasma, EQA
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