


Data matrix codes

R



0.17 ng/ml 0.5-2.0 ng/ml 0.17ng/ml-11ng/ml

Published literature shows the clinical sensitivity of GAD antibodies in the range of 60 to 85%, IA-2 and IAA antibodies in the range of 50 26 to 7045% 
(depending on the clinical characteristics of the cohort). Diabetes Antibody Standardization Program: evaluation of assays for insulin autoantibodies M Schlosser 
et al, PMID:20871974 DOI:10.1007/s00125-010-1915-5
Comparison with predicate diabetes autoantibody assays (Kronus GAD and IA-2 ELISA tests) demonstrated a Positive Percent Agreement (PPA)
 of 88%-92% and Negative Percent Agreement (NPA) of 97%-98%. (Data on File)
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Children with suspected classical T1D and 
their siblings

Adults suspected of having T1D, since a 
significant porportion of T1D patients are 
diagnosed as adults.

Patients with established or pre(type-
2) diabetes, in which the presence of 
autoantibodies in addition to insulin
resistance may predict a more rapid 
progression to insulin deficiency.

Diabetes patients who have autoimmune
complications such as celiac disease or 
autoimmune thyroid disease.

Pregnant women with putative gestational
diabetes who may have undiagnosed T1D.

Children or adolescents who present with
putative T2D, but who may, in fact, have
T1D. These patients are a distinct group that
is indistinguishable without autoantibody
screening, and may benefit from different 
interventions.
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