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	Evaluation of a turbid metric immunoassay for FDP D-dimer and fibrinogen using Dimension RxL MAX random access autoanalyzer 

E. Hamada, T.kondoh, M. Maekawa. Department of Laboratory Medicine, Hamamatsu University School of Medicine, Hamamatsu, Japan

Objective: Dade Behring Dimension RxL MAX system is a full-automated random access instrument designed for mostly all-in-one type analyzer and is available for multi-analytes of biochemistry, immunology and TDM assays. The objective of this study was to evaluate turbid metric immunoassay for measurement of D-dimer and fibrinogen using Dimension RxL MAX system (Dade Behring). 

Methods: Sodium citrate contained plasma were used for the study. D-dimer standard and fibrinolysis multi control N and P (Dade Behring) and NS auto D-dimer (type D)(Dade Behring) were used for D-dimer assay. N-assay TIA Fib (Nittobo) and Standard plasma-S (Nittobo) were used for fibrinogen assay. 

Results: For D-dimer assay, within-run and between-run precisions show a CV of below 2% and around 3% for low and high controls, respectively. Linearity studies show that the method is linear up to 50 g/mL. No interferences were observed. Correlation analysis (n: 118) between Dimension and LPIA-NV7 (Mitsubishi Kagaku Iatron) is: r=0.978, y= 0.9917x + 1.01. For fibrinogen assay, within-run and between-run precisions show a CV of below 2% and around 4% for low and high controls, respectively. Linearity studies show that the method is linear from 20 to 800 mg/dL. No interferences were observed. Correlation analysis (n: 60) between Dimension and CA-7000 (Sysmex) is: r=0.982, y= 1.017x – 70.86. 

Conclusion: D-dimer and fibrinogen assays using Dimension RxL MAX are acceptable performance for precision, linearity and interference. Patient correlations were also determined to be comparable requiring only a slight adjustment by a precise correction. 
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