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Introduction

Celiac Disease (CD) is a serious, underdiagnosed autoimmune condition that is caused by

an immune response to dietary gluten-containing products in individuals with a genetic
predisposition to CD.*? Celiac disease affects approximately 1% of people in the United States,
and the prevalence is rising.2* The only available treatment for CD is complete, lifelong avoidance
of gluten consumption (known as a gluten-free diet, or GFD).** However, strict compliance with
a GFD is very challenging, and a significant subset of patients who are trying their best to adhere
to a GFD are not relieved from symptoms and have persistent biopsy-detectable damage of the
mucosal layer in their gastrointestinal tract.** One study found that among patients on a strict
GFD, 38% of biopsied patients still had intestinal damage.> An analysis of data from a large registry
of patients diagnosed with celiac disease revealed that 47% reported symptoms even with
adherence to a strict GFD.®

More common than celiac disease, non-celiac gluten sensitivity (NCGS) is another condition
involving an intolerance to gluten that improves on a GFD. NCGS is gaining attention among
clinicians, but because there is no biomarker specific for NCGS, it is implicated when celiac
disease, wheat allergy, and other causes of symptoms have been ruled out.>*" In a survey of the
general population, 13% of participants self-reported as sensitive to gluten.”

One of the main reasons for GFD non-compliance is that there are many sources for gluten
contamination that may cause accidental gluten consumption. While CD patients may be able

to tightly control and avoid consumption of gluten-containing foods in the kitchen at home or

in restaurants that use only gluten-free labeled foods, it is nearly impossible to control products
that are mislabeled as “gluten-free.” There is currently no widely available method to accurately
detect and measure the amount of gluten present in consumable products such as food,
medications, and supplements, and many products labeled as gluten-free may in fact contain
gluten in amounts that are sufficient to trigger symptoms and mucosal damage in CD patients.>*

An alternate approach

While the intestinal biopsy is the gold standard for the detection of villous atrophy—mucosal
damage that is the hallmark of CD—it is more practical and cost-effective to be able to monitor
patients for adherence to a GFD using non-invasive methods. However, currently utilized
serological markers such as tTG IgA and EMA IgA are reported to have a sensitivity below 50%

for the detection of persistent villous atrophy in patients on a GFD, and there is a need for a

more accurate way of monitoring the non-response to a GFD.>!! The detection of gluten in stool
samples is reported to be a reliable alternate approach to monitoring adherence to a GFD, thus
allowing for the direct measurement of the disease-triggering source in these patients.!* In a study
of celiac patients on a GFD, among patients with persistent symptoms, 67% had detectable levels
of gluten in their stools.! Gluten in stool remains detectable for up to 4 days after consumption.*
In another study of patients endeavoring to adhere to a strict GFD, two-thirds were shown to have
been exposed to gluten during the 10-day study period.*?
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Labcorp’s solution

Labcorp is proud to be the first clinical reference laboratory in the US to introduce quantitative testing for gluten in stool samples
in order to detect exposure to gluten consumption within the four previous days. The test, Gluten, Fecal, Quantitative
[123027], would be useful for patients who are attempting to adhere to a GFD, in order for them to determine if they have had
recent unintended exposure to gluten. The test is validated to be sensitive enough to detect the presence of gluten down to a
concentration of 12 ng/mL in a stool sample about the size of a teaspoon.

This test may be used for the following applications:

+  Monitoring CD and NCGS patients for adherence to a GFD;
«  Monitoring accidental gluten consumption due to mislabeling or food/product contamination;

+  Assisting in the assessment for true “refractory” CD that is not related to accidental gluten exposure.?*

Labcorp offers:

Test Name ‘ Test No.
‘ Gluten, Fecal, Quantitative ‘ 123027 ‘

*For the most current information regarding test options, including specimen requirements
and CPT codes, please consult the online Test Menu at www.Labcorp.com.
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