AESKUCARE® and AESKUBLOTS®
Gluten Related Disorders:

Scientifically validated biomarkers for earlier,
more reliable diagnosis.

Diagnostic challenges in
Gluten Related Disorders

Gluten related disorders (GRDs) comprise

a spectrum of immune-mediated diseases,
including celiac disease (CD), dermatitis
herpetiformis (DH) and non-celiac gluten
sensitivity (NCGS). Reliable diagnosis remains
challenging due to heterogeneous clinical
presentation, fluctuating antibody responses,
and limitations of single-marker serology.

Recent clinical research highlights the value
of multiparametric diagnostics approaches
that combine classical autoantibodies with
novel neo-epitope markers, enabling a more
comprehensive assessment of disease-
relevant immune activity.

Key Publication 1:

Multiparametric IgA Assay
for Celiac Disease
(Gambino et al., 2025)

Gambino et al. evaluated the diagnostic
performance of the AESKUBLOTS® GRD IgA,

a multiparametric IgA immunoblot detecting
eight CD-related antibodies, including classical
markers and neo-epitopes. In a cohort of 180
subjects, the assay demonstrated excellent
diagnostic accuracy, particularly in untreated
celiac disease.

Anti-tTG neo IgA showed the highest accuracy
(AUC=0.93), followed by anti-tTG IgA
(AUC=0.92). A composite score of 24 positive
markers yielded an AUC of 0.99, while 26
positive markers achieved 100 % specificity
and PPV, with 76.7 % sensitivity.

Notably, anti-microbial transglutaminase
(mTG) IgA remained elevated in both treated
and untreated patients, indicating persistent
mucosal immune activity beyond classical
serological markers.

Key Publication 2:

Multiplex Point-of-Care
Testing for Gluten Related
Disorders

(Negussie et al., 2026)

Negussie et al. demonstrated that a multiplex
Point-of-Care immunoblot enables the
simultaneous and reliable detection of GRD-
associated autoantibodies. The assay showed
high concordance with ELISA (290%), while
offering a rapid turnaround time and an
integrated IgA control, supporting its clinical
utility for early screening. Multiplex POC testing
proved suitable for pediatric and decentralized
healthcare settings requiring rapid and reliable
diagnostic information. Multiplex POC testing
proved suitable for pediatric and decentralized
healthcare settings requiring rapid and reliable
diagnostic information.
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Key Publication 3:

Pathophysiological Role of
Microbial Transglutaminase
in Celiac Disease

(Stricker et al., 2025)

Stricker et al. provided mechanistic evidence
supporting the role of mTG in CD pathogenesis.
The study demonstrated that mTG significantly
enhances epithelial uptake and translocation of
immunogenic gliadin peptides by up to ten-fold in
vitro and ex vivo.

These findings underline the clinical relevance of
mTG-specific and mTG neo-epitope antibodies as
biomarkers reflecting early immune activation and
ongoing mucosal exposure.

Relevance for
AESKUCARE® GRD

AESKUCARE® GRD enables rapid, multiparametric
point-of-care screening for GRDs, based on
clinically validated biomarkers. The all-in-one test
delivers results within 30 minutes directly during
patient consultation, requires only one drop of
finger-prick blood, and eliminates the need for
laboratory infrastructure.

By combining classical markers with neo-epitope
and microbial transglutaminase-associated
antibodies, AESKUCARE® GRD supports
early risk stratification and timely clinical
decision-making in primary care, pediatrics,
and decentralized settings.
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Relevance for AESKUBLOT® GRD

AESKUBLOTS® GRD complements point-of-care
testing by enabling detailed, multiparametric
serological analysis of gluten related disorders

in laboratory settings. Designed for complex

and diagnostically challenging GRD cases, the
assay provides comprehensive antibody profiling,
including the identification of IgA deficiency.

This extended serological resolution supports
reliable diagnostic interpretation for laboratories
addressing complex clinical questions beyond rapid
consultation-based testing.

Conclusion

Earlier, reliable diagnosis
V' of celiac disease

Closes the diagnostic gap
in NCGS

99% diagnostic accuracy
through multiplexing

Avoids unnecessary
biopsies

C S X

AESKUCARE

AESKUCARE®

T0AESKy oy

For more
NE&  information
visit:
aesku.com




