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Celiac Disease Breakthroughs: Novel Immune
Therapies Pave the Way for Life Beyond
Gluten Restrictions | Cl Insights

New immune therapies and real-time

competitive insights are transforming
celiac disease care, offering hope beyond mm““m
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: : . celiac disease | Competitive Intelligence
For decades, managing celiac disease

meant one thing: avoiding gluten. But a

new wave of innovation is signaling a shift. With cutting-edge immunotherapies, precision
diagnostics, and real-time Cl insights into global treatment trends, the celiac disease landscape is
on the cusp of transformation—offering long-awaited options for patients who've had no
alternative but dietary vigilance.

“ An autoimmune disorder triggered by gluten ingestion,
celiac disease affects roughly 1% of the population globally.
Still, due to underdiagnosis and misdiagnosis, the actual
figure may be significantly higher. For those who are aware
of their condition, the standard of care—a strict, lifelong
gluten-free diet—can be socially isolating, nutritionally
challenging, and far from foolproof. Even the most careful
eaters are vulnerable to accidental exposure.

Celiac care is evolving
fast—with real-time data
and smarter therapies, we're
not just treating symptoms,
we're shaping the disease’s
future.”

DataM Intelligence

Explore the full pipeline and market opportunity for emerging celiac disease therapies with our
in-depth Cl tools and customized analysis—book your consultation now:

https://www.datamintelligence.com/strategic-insights/sample/celiac-disease

Today, thanks to pipeline analysis, clinical trial databases, and tracking of competitor strategies,
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the celiac treatment ecosystem is advancing fast—and patients are finally seeing a future that
doesn't revolve around dietary exclusion.

Therapeutic Innovation Meets Unmet Need

Companies are leveraging real-time updates, KOLs' perspectives, and conference coverage to
inform development of next-gen therapies designed to induce immune tolerance, block
inflammatory pathways, or detoxify gluten peptides before they can damage the gut lining.

Agents like KAN-101 and TAK-101 are emerging at the forefront. These novel therapies aim to
retrain the immune system using innovative antigen-specific approaches. Positioned for long-
term control, they could potentially move the needle from symptomatic relief to disease
modification.

Meanwhile, Latiglutenase is an oral enzyme treatment designed to neutralize gluten within the
digestive tract—ideal for patients needing protection against accidental exposure, particularly in
real-world scenarios where dietary cross-contamination is hard to avoid.

Regulatory tracking (FDA/EMA) shows that several therapies are in late-stage development, and
clinical trial analysis suggests promising efficacy and safety results. For example, Ordesekimab
and TEV-408, both anti-IL-15 monoclonal antibodies, are in development for refractory celiac
disease, targeting patients who show little or no improvement on a gluten-free diet.

Commercial Intelligence Driving Strategy

Using social media listening, brand strategies, and market sizing studies, pharmaceutical leaders
are shaping go-to-market strategies that consider not only patient outcomes but also physician
adoption and payer coverage. This is especially critical as new treatments aim for market entry
across diverse regulatory landscapes.

The industry’s Target Opportunity Profile (TOP) highlights the must-have features for successful
new therapies: excellent safety, oral administration, antigen-specific targeting, and flexibility for
use across early, moderate, and refractory patient populations.

Meanwhile, commercial analytics and pricing/reimbursement strategies are guiding how
emerging therapies will be positioned. For instance, high willingness to pay is expected among
patients with non-responsive celiac disease, especially for drugs that can significantly improve
quality of life or prevent long-term complications.

Book You CI Consultation Call for Free: https://www.datamintelligence.com/strategic-
insights/ci/celiac-disease

Beyond the Clinic: Intelligence in Action
Leveraging newsletters, in-house clinical trial tools, and opportunity analysis, decision-makers
can now track innovation in real-time—from early-stage mechanisms like immune
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reprogramming to first-in-class therapies such as DONQ52, which targets the critical HLA-
DQ2.5/gluten interface.

These intelligence capabilities also allow stakeholders to monitor competitor moves, optimize
lifecycle management (LCM) strategies, and assess risks and rewards through dynamic market
assessment frameworks.

With early-stage assets maturing rapidly and a clearer view of the treatment horizon, developers
are building not only new drugs—but new expectations for what living with celiac disease should
look like.

The Path Ahead

For patients, the implications are powerful. The gluten-free lifestyle may still play a role, but the
promise of science is painting a broader, more liberating picture. Where once there was only
avoidance, there's now the potential for healing.

About DataM Intelligence:

DataM Intelligence 4Market Research LLP is a leading provider of Competitive Intelligence (Cl)
services, empowering life sciences and healthcare companies with real-time, actionable insights.
We specialize in tracking competitor strategies, pipeline developments, clinical trials, regulatory
updates (FDA/EMA), and market trends across key therapy areas and indications.

Our offerings include Cl insights, commercial analytics, opportunity analysis, KOL overviews,
pricing and reimbursement strategies, social media listening, brand/LCM strategies, and market
entry assessments. We also offer in-house tools, clinical trial databases, newsletters, and
conference coverage to support your strategic decision-making.

With deep industry expertise and a commitment to timely intelligence, we help you stay ahead in
a fast-evolving global market.
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