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The aim of this study is to establish practicable high—-precision scoring methods for screening

and diagnosing IgA nephropathy (IgAN) by measuring novel pathological biomarkers in serum and
urine. These non—invasive and renal biopsy—independent methods will enable to intervene at

early phase of this disease and thus prevent the progression to end stage kidney disease.

We have created a scoring method for diagnosis by using biomarkers including Galactose deficient
IgAl (GdIgAl) and its immune complex (IC) with anti-glycan I1gG/IgA antibodies, with which we
can distinguish IgAN patients from non—IgAN glomerulonephritis patients with high specificity
and sensitivity in our previous study. Furthermore, we have applied the advanced version of
this method for screening of possible or latent IgAN to approximately 2, 800 patients who showed
positive to urine occult blood reaction in primary health checkup, and it turned out that
using this method, it will be possible to narrow down the latent IgAN patients who need careful

observation or treatment intervention.

In this study we will verify the correlation between these biomarkers, pathological detailed-—
evaluation, and clinical severity; moreover, urinary biomarker will be added as a novel
parameter for the scoring, and we endeavor to increase the number of registration and follow
the clinical outcomes of scored-participants after the health checkup, so that the precision

of the diagnosis and the scoring method can be improved

Sign up of the patients who showed positive to urine occult blood reaction as well as follow
up of the cases already registered in our previous study were started in all facilities in the
first year, having been approved by research ethics committee. At the moment, 720 cases have
been newly registered at cooperative facilities in Miyazaki prefecture, and the analysis of
the biomarkers and follow - up data collection for total 1,133 cases are in process. 40 cases
have been signed up at cooperative facilities in Okinawa prefecture and follow - up data

collection was resumed this year, 149cases being registered in half year. The measuring kit
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of GdIgAl was completed this year and a firm measuring system using ELISA has been established
This kit has been commercialized and released at home and abroad. International collaborative
researches using this kit is in progress accordingly in Europe and Asia. The development of
other measuring kits for biomarkers such as GdIgAl-IC or urinary GdIgAl is under way. The
primary analysis of the correlation between biomarkers and renal histopathology for all 162
cases from the previous study has been accomplished by last year. We are proceeding with
registration of newly biopsied cases, which will be 102cases of IgAN by April 2017, and carrying
out second analysis based on the primary analysis, examining the correlation between urinary
biomarkers in addition. We have proved that some biomarkers correlate with the pathological
severity up to now. A part of the results mentioned above has been published, and has also

been reported at international congresses.
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