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The study of protein microarray chip criticality reference values

of anti-extractability-nucleoantigen(ENA) antibody

YU Chang-jie, LIU Fei-zhou, CAO Cheng-xi
(Department of Life Science and Biotechnology,Shanghai Jiao Tong University, Shanghai 200030, China)

Abstract: Objective To establish a method for determining the criticality reference values of a protein chip
system(protein microarray with chemiluminescence method) for the detection of auto-antibodies. Methods The
signal ratios of the positive control sample and the first degree cutoff reference material from the manufacturer
were used to obtain the “cutoff index” for each auto-antibody biomarker. The “cutoff index” was then used togeth-
er with the actual signal in each experiment to determine the actual cutoff value for each auto-antibody biomarker.
These cutoff values were then used to determine the positive and negative results for each biomarker in the experi-
ment. Results When the clinical cutoff values established using above method were used in a protein microarray
system for the detection of anti-extractable nuclear antigens(ENA) antibodies, specificities for each auto-antibody
were all above 98.75% . The positive detection rates for mixed connective tissue diseases,systemic lupus erythe-
matosus., Sjogren syndrome, progressive systemic sclerosis, polymyositis/dermatomyositis were 100% ,100% , 95.
56% »100% ,100% and 100% respectively. Conclusion This study has established a valid method for the determi-
nation of cutoff values for a protein microarray system for the detection of auto-antibodies. This method eliminates
the influence of human factors during the experiment and thus helps achieve reliable and repeatable results.

Key words: Autoantibody; Protein microarray; Chemiluminescence method; Autoimmune disease; Cutoff refer-

ence value.
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