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One in 133 Americans has Celiac Disease (CD)2 and current-

ly there are no pharmaceutical cures for CD.3  A strict glu-

ten-free diet is the only treatment for those with CD.4 Millions 

with CD rely on gluten-free labeling to make diet choices, in 

addition to those that seek the medical beneits associated 

with a gluten-free diet.5 he demand for gluten-free products 

has resulted in a growing 2.6 billion dollar market.6 Before the 

rule, there were no federal standards or deinitions for the food 

industry to use in labeling products “gluten free.”7 An estimated 

ive percent of foods currently labeled “gluten free” contain 20 

parts per million (ppm) or more of gluten.8 TFDA’s new rule 

addressees this issue.

FDA Commissioner Margaret A. Hamburg, stated that 

“[a]dherence to a gluten-free diet is the key to treating celiac 

disease, which can be very disruptive to everyday life . . . 

FDA’s new ‘gluten-free’ deinition will help people with this 

O
n August 5, 2013, with the gluten free marketplace 

growing at a rate of twenty-eight percent a year, 

the U.S. Food and Drug Administration (FDA) 

published a final rule on defining and regulating the term 

“gluten free” on food product labeling in the United States.1
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Enforcement 

condition make food choices with coni-

dence and allow them to better manage 

their health.”9

What is “Gluten”?
FDA has deined the term ‘‘gluten’’ 

to mean “the proteins that naturally 

occur in a gluten-containing grain and 

that may cause adverse health efects in 

persons with Celiac Disease”.10 he term 

‘‘gluten-containing grain’’ is deined as 

“any one of the following grains or their 

crossbred hybrids: 

•	 Wheat, including any species 

belonging to the genus Triticum11;

•	 Rye, including any species belong-

ing to the genus Secale12; or

•	 Barley, including any species be-

longing to the genus Hordeum13.

What is “Gluten Free”?
FDA has determined that the label-

ing claim ‘‘gluten free’’ means the food 

bearing the claim in its labeling does not 

contain any of the following:

•	 An ingredient that is a gluten-con-

taining grain14;

•	 An ingredient that is derived from 

a gluten-containing grain and that 

has not been processed to remove 

gluten15; or

•	 An ingredient that is derived from 

a gluten-containing grain and 

that has been processed to remove 

gluten, if the use of that ingredient 

results in the presence of 20 ppm 

or more gluten in the food. 16

“Gluten free” claims also mean that 

the food inherently does not contain 

gluten and  “any unavoidable presence of 

gluten in the food bearing the claim in its 

labeling is below 20 ppm gluten”.17

A food that bears the claim “gluten 

free”, “no gluten”, “free of gluten”, or 

“without gluten” in its labeling and 

fails to meet the requirements of the 

inal rule will be deemed misbranded.18 

Misbranding occurs if a food product’s 

labeling is false or misleading.19 Foods 

such as bottled spring water, fruits and 

vegetables, and eggs can also be labeled 

“gluten-free” if they inherently don’t have 

any gluten.20

Gluten Free Compliance 
Deadline for Food 
Manufacturers is August 5, 
2014

he inal rule for gluten-free label-

ing becomes efective on September 4, 

2013.21 he compliance deadline for the 

inal rule is August 5, 2014, giving food 

manufacturers one year ater the rule is 

published to bring their product labels 

into compliance.22 Food manufactur-

ers with products bearing such claims 

should use the next twelve months to 

conduct testing on these products, to 

verify the eligibility of gluten-free claims 

on its labeling and the ppm of gluten that 

is present in the respective products. “We 

encourage the food industry to come into 

compliance with the new deinition as 

soon as possible and help us make it as 

easy as possible for people with Celi-

ac Disease to identify foods that meet 

the federal deinition of ‘gluten-free’,” 

said Michael R. Taylor, FDA’s deputy 

commissioner for foods and veterinary 

medicine.23

Food manufacturers with questions 

regarding compliance with this inal rule 

are encouraged to e-mail their questions 

to FDA directly. FDA has established an 

inquiry email address speciically for glu-

ten regulation questions at GlutenFreeFi-

nalRuleQuestions@fda.hhs.gov.
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