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Overview

• During this presentation we will discuss:

• Labeled gluten-free foods containing fermented/hydrolyzed gluten.

• Foods not labeled gluten-free containing undeclared fermented/hydrolyzed 
barley.

• The impact on consumers of misbranded gluten-free foods and undeclared barley 
in foods appearing to be free of gluten.

• Manufacturer education gaps.

• Consumer concerns and challenges in their own words.



About Gluten Free Watchdog, LLC

• Gluten Free Watchdog is the first independent, subscriber-driven gluten-
testing organization.

• Started by Tricia Thompson, MS, RD in 2011.

• Provides consumers with state-of-the-art gluten testing data.

• Testing is funded through subscriptions.
• Manufacturers are not permitted to be sponsors and GFWD does not accept 

advertisements.

• GFWD also monitors labeled gluten-free foods for facial misbranding and when 
necessary files complaints with FDA.

• The gluten-free consumer is the only priority!



What does Gluten-Free Watchdog do?

Tests at least 8 new 
products per month 

through ISO-accredited lab 
Bia Diagnostics, LLC.

Consumers and healthcare 
providers may request 

product testing.

Just because a product is 
being tested does not mean 
that its gluten-free status is 

in doubt.

Results are available to 
subscribers via the 

GFWD website.

Retesting of products that 
test above the 

FDA standard for GF of < 20 
ppm of gluten within 1 year 

of original testing date.

Products labeled gluten-
free and products not 

labeled gluten-free (but 
appearing to be free of 

gluten-containing 
ingredients) may be tested.

Public alerts are posted to 
the GFWD Facebook page 
and Twitter when labeled 

gluten-free foods are 
misbranded.



Fermented or hydrolyzed ingredients sometimes 
found in labeled “gluten-free” foods

• Soy sauce containing hydrolyzed wheat protein

• Malt

• Malt syrup

• Malt extract

• Malt vinegar

• Barley amylase

• Enzymes cultivated on wheat-containing growth media 

• *Not a complete list*



Background information on fermented or 
hydrolyzed foods/ingredients from FDA: Soy Sauce

• FDA has clarified in, “Questions and Answers on the Gluten-Free Food Labeling Final 
Rule” that:

• Soy sauce made using wheat that has not been processed to remove gluten 
before fermentation cannot be labeled gluten-free.

• An example of an ingredient that HAS been processed to remove gluten is 
wheat starch.



Background 
information: 
Malt

• Malt-derived ingredients, such as malt 
extract & malt syrup, “are ingredients 
derived from gluten-containing grains that 
have not been processed to remove 
gluten and, therefore, cannot be used in 
foods that bear a “gluten-free” labeling 
claim.”

• Reminder: Under FDA’s CFR, the 
ingredients “malt”, “malt extract”, and 
“malt syrup” are made from 
germinated barley grain. 

• Numerous grains can be malted, but if 
the source is not barley, then the 
grain should be named (e.g., corn 
malt).



Background information:
Growth media for bacteria & yeast

• FDA has stated in the Federal Register under, “Food Labeling; Gluten-Free 
Labeling of Fermented or Hydrolyzed Foods” that:

• “The issue of purity and potential carry-over of growth media 
containing gluten is a valid concern for both the manufacturers and 
consumers with celiac disease.”



Background information: Enzymes

• FDA has stated in the Federal Register, “Food Labeling; 
Gluten-Free Labeling of Fermented or Hydrolyzed Foods” 
that:

• “We decline to exempt enzymes from the rule.”



Gluten-free food: Examples of facial misbranding

• Facial misbranding defined:

• When a product label displays a “gluten-free” claim but the 
ingredients list includes an ingredient that is prohibited under FDA 
rules from being contained in any product labeled “gluten-free” 
(e.g., barley malt, barley malt extract, barley malt syrup, wheat 
[except in limited circumstances with clear additional markings and 
language]).



Facial Misbranding: 
Malt Extract

• This product is labeled gluten-free yet malt extract is 
included in the ingredients list.

• The manufacturer was contacted and stated in email 
correspondence, “The ingredient that contains malt extract 
is manufactured in Italy and the malt extract is gluten free.”

• The ingredient “malt extract” is “barley malt extract” 
unless another source is named.

• Malt extract is not allowed in foods labeled gluten-free 
in the US per the FDA.



Facial Misbranding: 
Malt Syrup

• This product is labeled no gluten yet malt syrup is 
listed as the first ingredient.

• We were advised by the company manufacturing 
these gummies that the malt syrup is derived from 
corn and does not contain gluten.

• We have also been advised that the ingredient 
name is being changed to corn syrup.

• Manufacturers must know how to 
properly declare ingredients.



Facial Misbranding: 
Malt 

• This product is imported from the UK.

• It is labeled gluten-free yet includes the ingredient 
“gluten-free malted barley.”

• Foods imported to the US, are subject to labeling 
laws in the US.



Facial Misbranding: 
Soy Sauce

• This product is labeled gluten-free yet wheat is 
listed as a sub-ingredient of the soy powder.

• When soy sauce is made from soybeans and 
wheat, or any other gluten-containing grain, it may 
not bear a “gluten-free” claim.



Facial Misbranding: 
Enzymes

• Product packaging includes a gluten-
free claim yet barley amylase is declared in 
the ingredients list.

• FDA declined to exempt enzymes from 
the gluten-free labeling rule.



Facial Misbranding: 
Growth Media

• Product packaging includes a “no added gluten” 
claim.

• Product packaging also includes a “Contains 
wheat” statement.

• Per the manufacturer this product includes an 
enzyme cultivated on growth media containing 
wheat.

• Until there is appropriate testing, it is best to 
use a growth media that does not include gluten-
containing grains.



Recently Recalled Product

• Supple Bears Quercetin Bromelain Gummies

• This product is labeled “no gluten” yet the first 
ingredient is malt syrup.

• Reason for recall per FDA: “Product was labeled as 
"gluten free" and it may contain gluten.”



Consequences of misbranding: Consumers

• Confusion

• Anger

• Loss of trust in gluten-free claims

• Loss of trust in manufacturers

• Hesitancy to try products from new brands



Comments on GFWD Facebook when product 
warnings are posted

“I get so frustrated with these companies.”

“Why don't these companies fully understand 
what gluten-free means?”

“It sure does take a village. 
Again, ALWAYS check labels even 

if it states gluten free.”

“How can they put Gluten Free on the 
label, and have wheat as an ingredient? Do 
they not know or do they not care? I’m so 
confused as to how this company can state 
their product is gf, when it’s clearly not. Are 

there any consequences to this?”

“Watch those ingredient lists. Big gluten free 
claim on the front isn’t enough.”



Comments on GFWD Facebook when product 
warnings are posted

“I'd like to know why it happened in 
the 1st place and what type of 

Quality Control/Quality Assurance 
(QA/QC) measures they plan to take to 

ensure that it won't happen in the 
future.”

“UGH, I hate it when companies try 
to get away with things like this. 

How can they be stopped?”

“So tired of having to read every ingredient on 
every label of every new product. This is why I 

usually stick with my old reliable products.”

“Never eaten anything from this 
brand, but due to their poor 

handling of the issue and 
obvious lack of understanding of 

GF labeling rules, I never will.”



Causes of manufacturer misbranding

• Manufacturers may:

• mistakenly believe the only criterion for gluten-free labeling is that the final 
product contain less than 20 ppm of gluten.

• not understand that ingredients not processed to remove gluten are prohibited in 
foods labeled gluten-free.

• mistakenly believe that if an ingredient/final food product tests below 20 ppm of 
gluten then it has been processed to remove gluten.

• not understand the limitations of testing.

• lack understanding of both the 2013 and 2020 gluten-free labeling rules.



Manufacturer misbranding: Cont.

• Contributory factors causing misbranding of imported products:
• Lack of uniform labeling rules worldwide.

• In the UK and elsewhere certain malt ingredients (e.g. malt extract & malt vinegar) are 
allowed in foods labeled gluten-free.

• In Australia wheat-containing soy sauce is allowed in foods labeled gluten-free.

• Differing views of the assay—competitive R5 ELISA-- widely used to test 
foods/ingredients that are fermented or hydrolyzed:

• The Prolamin Working Group: The competitive R5 ELISA is state-of the-art to quantitate 
gluten in fermented foods. 

• FDA: No available scientifically valid analytical method is effective in detecting and 
quantifying gluten protein in fermented or hydrolyzed foods. 



What about products not labeled gluten-free?

• People with celiac disease eat food that appears to be free of gluten ingredients.
• Wheat is required to be declared under FALCPA but barley (and rye) are not
• Products/ingredients that may contain undeclared fermented/hydrolyzed barley:

• Yeast extract
• Natural flavors
• Amylase
• Supplements containing probiotics
• Supplements containing enzymes
• Foods and ingredients that contain or are made using various microbes, 

including bacteria and yeast (e.g., blue veined cheese)
• Foods and ingredients that contain or are made using enzymes (e.g., brown rice 

syrup)



What can consumers do?

• Very little.

• Age-old advice is to call the manufacturer and ask about the source of an 
ingredient.

• Is there any malt in the natural flavoring?

• Is the amylase barley amylase?

• Are any microbes in the product grown on barley-containing growth media?

• Because barley does not have to be explicitly declared as “barley” in the ingredients 
list/Contains statement, the answer frequently received is, “That is proprietary 
information.”



What can FDA do to help?

• Continue providing education for manufacturers.

• Expand upon the FDA page, “Questions and Answers on the Gluten-Free Food 
Labeling Final Rule,” especially the section on hydrolyzed and fermented foods 
and ingredients.

• Provide timely outreach to manufacturers when gluten-free foods are facially 
misbranded.

• Consider keeping the door open on reviewing citizen petitions to add gluten-
containing grains to FALCPA when finalizing the draft guidance, “Evaluating the 
Public Health Importance of Food Allergens Other Than the Major Food Allergens 
Listed in the Federal Food, Drug, and Cosmetic Act.



How can manufacturers help?

• Voluntarily declare barley (and all sources of gluten) in the ingredients 
list.

• Provide needed information to consumers with celiac disease when 
they ask about the source of an ingredient.

• Avoid telling consumers that whether or not there is barley protein in an 
ingredient is proprietary.



Where do we go from here?

• It is incredibly important that manufacturers understand labeling rules and follow them.

• Manufacturers need to be as transparent as possible about sources of ingredients in 
their products.

• For now, consumers should continue to double check ingredient lists for potential facial 
misbranding.



Facially misbranded products, as well as undeclared 
barley in foods not labeled gluten-free continue to 

have an impact on gluten-free consumers, 
particularly those with celiac disease and other 

gluten-related disorders.

Questions?  
info@glutenfreewatchdog.org


