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Tips For Restaurants (And Counsel) In A Gluten-Free World
Law360, New York (August 22, 2014, 4:53 PM ET) --

On Aug. 5, 2014, the U.S. Food and Drug Administration's final regulatory
definition of the terms “gluten-free,” “no gluten,” “free of gluten,” or “without
gluten” took effect, meaning that food sellers — including restaurants — who
elect to make use of this voluntary term on their labels or menus must ensure
that foods bearing that phrase contain 20 ppm or less of gluten. Many food
industry players want a piece of the $10.5 billion pie of the gluten-free food
sector.[1] Counsel who advise food sellers and restaurants that are considering
use of “gluten-free” labels should educate themselves and their clients on
several key issues pertinent to this decision.

Kristen E. Polovoy

What is Gluten, Anyway?

Gluten is a starchy protein found in grains that triggers an immune response and causes intestinal
inflammation for those with celiac disease. Eating a gluten-free diet helps celiac sufferers control their
symptoms by avoiding foods such as: breads, cakes, cereals, cookies, French fries, beer, pastas, sauces,
etc. — unless they are sourced from gluten-free substances and manufactured in gluten-free
environments.

Why Does the Food Industry Care About Gluten-Free Products?

Besides those with celiac disease, a staggering number of Americans are associating the term “gluten-
free” as “healthier” or somehow “better” than traditional foods. Twenty-three percent of Americans
claim to avoid gluten consumption due to non-celiac gluten concerns.[2] U.S. retail sales of gluten-free
products surged 47 percent in 2013.[3] “From a marketing angle, avoiding gluten is on track to become
more widespread than the low-carbohydrate diet, championed by Dr. Robert Atkins.”[4] “Any trend is a
marketing opportunity.”[5] “The [gluten-free] category is big business.”[6]

Why Should Restaurants Care About Gluten-Free Food?

Gluten-free interest at restaurants is now more than double what it was four years ago, accounting for
over 200 million visits last year.[7] “The number of U.S. adults who say they are cutting down on or
avoiding gluten is too large for restaurant operators to ignore,” says NPD restaurant industry analyst

Bonnie Riggs.[8]

What Does “Gluten-Free” Mean?
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What qualifies a food to earn the “gluten-free” label in the first instance?

The FDA’s August 2013 final regulatory definition of the terms “gluten-free,” “no gluten,” “free of
gluten,” or “without gluten” for sellers’ voluntary use in labeling sets the same gluten threshold for
everyone in the industry: such labeled foods must “not contain an ingredient that is a gluten-containing
grain; an ingredient that is derived from a gluten-containing grain and that has not been processed to
remove gluten (e.g., wheat flour); or an ingredient that is derived from a gluten-containing grain and
that has been processed to remove gluten (e.g., wheat starch), if the use of that ingredient results in the
presence of 20 parts per million (ppm) or more gluten in the food (i.e., 20 milligrams (mg) or more
gluten per kilogram (kg) of food); or inherently does not contain gluten; and that any unavoidable
presence of gluten in the food is below 20 ppm gluten (i.e., below 20 mg gluten per kg of food).” 21
C.F.R. 101.91(a)(3). The FDA gluten-free rule does not require testing products for trace gluten and does
not budget money for aggressive FDA policing and enforcement of the gluten-free definition.

FDA-regulated foods and beverages (e.g., packaged foods, dietary supplements, fruits, vegetables, shell
eggs and fish) labeled “gluten-free” must comply by Aug. 5, 2014, with all requirements established by
the final rule, or else be deemed misbranded and subject to regulatory enforcement action.

The FDA’s “Gluten-Free” Definition Applies to Restaurants

The FDA expects restaurants serving food labeled “gluten-free” to meet the 20 ppm standard as of the
Aug. 5, 2014, compliance date. See FDA’s December 2013 website Question & Answer section.[9]

Is the Label Worth it to Your Client?

Effective counseling of restaurant clients will include a discussion with them of “non-ppm” issues and a
suggestion that the restaurant client seriously evaluate whether the risks and costs of using this menu
label outweigh the benefits. Remind clients that there are legal, marketing and revenue concerns if a
restaurant voluntarily elects to use the “gluten-free” label on menu items, such as:

The time involved in sourcing verifiably gluten-free ingredients;

e Capital investment in additional kitchen equipment to reduce the risk of gluten cross-
contamination (even from airborne gluten the size of a sand grain) during cooking;

e Development of recipe variations for menu items to substitute non-gluten ingredients (e.g., use
of fewer processed ingredients, which tend to have less risk of trace gluten);

e Standardizing gluten-avoidance cooking procedures across multiple restaurant locations;



e Creating, implementing and monitoring consistent adherence to back- and front-of-house
employee training programs for gluten-free food handling protocols;

e Sourcing ingredients from suppliers that are reliably gluten-free (which might be easier for large
chains than local restaurants);

e Education of restaurant staff and purchasing departments about the presence of gluten in foods
that do not necessarily say “gluten” (e.g., malt, malt vinegar, barley, rye);

e Risk of FDA enforcement action if a labeled menu item transgressed the 20 ppm limit;

e Damage to business reputation from loss of consumer goodwill if labeled menu items actually
contain offending levels of gluten from such items’ own cooking process or from kitchen cross-
contamination with regular menu items;

e Adverse publicity and possible regulatory investigation if a customer reports adverse health
effects to the Center for Food Safety and Applied Nutrition’s Adverse Event Reporting System;

e Negative press and possible regulatory action if a patron submits a complaint to an FDA
Complaint Coordinator in the state where the food was purchased;

e Personal injury and/or consumer fraud claims by celiac sufferers who partake of definition-
noncompliant menu items in reliance on their designation as “gluten-free” on the menu; and

Enforcement action by local health departments (at the FDA’s directive[10]).

With these risks, there must be careful consideration of whether the additional costs, time and labor to
offer gluten-free items translate into profits that justify the investment and into increased long-term
goodwill from consumer beliefs in the restaurant’s concern for their health and safety. Restaurant
counsel should focus clients’ attention on these the behind-the-scenes business considerations to
contemplate before stamping menu items “gluten-free.”



Breadcrumbs of Guidance to FDA-Compliant Gluten-Free Menu Labels

If a restaurant decides that the benefits of gluten-free labeling outweigh the costs, its attorney need not
worry that Gluten 101 was not covered in law school. There is a menu of options to help restaurant-
clients achieve FDA-compliant use of the voluntary “gluten-free,” including: (1) in-house gluten
education training; and (2) third-party independent “gluten-free” certification.

On June 25, 2014, the FDA issued a guide for small food businesses to help them comply with its Aug. 5,
2013, definition[11]: “The rule does not require you to test for the presence of gluten in your starting
ingredients or finished foods labeled ‘gluten-free.” However, you are responsible for ensuring that foods
bearing a gluten-free claim meet our requirements, including that any unavoidable gluten present in a
food labeled gluten-free is less than 20 ppm. We encourage you to use effective measures to ensure
that any foods labeled as ‘gluten-free’ comply with our requirements; such measures may include: [a]
testing the ingredients to determine their gluten content; [b] requesting certificates of gluten analysis
from ingredient suppliers; or [c] participating in a third-party gluten-free certification program.”[12]

(1) In-house Training About “Gluten-Free”

Nonprofit National Foundation for Celiac Awareness offers GREAT Kitchens (Gluten-free Resource
Education and Awareness Training)[13], an online, self-managed and bilingual 90-minute multimedia
course for chefs, foodservice managers, and restaurant staff to teach gluten-free food preparation and
handling. GREAT Kitchens educates management on practical issues such as: the many possible origins
of gluten in food sourcing and preparation; the time, financial and personnel training investment
needed to develop and implement food handling protocols to reduce cross-contamination risk; and a
robust sense of the levels of detail involved in committing a food service operation to the FDA’s gluten-
free definition. Training program costs range[14] from $25.00 for Basics courses to $100 for
Management.

(2) Gluten-Free Food Certification

Several organizations offer gluten-free food certification that enables customers to trust menu items
labeled “gluten-free.” Each certification body has its own gluten level standards and certification costs:

(A) The Gluten-Free Certification Program certifies foods that test to gluten levels at 10 ppm or less,
recognizing their standard is more stringent than the FDA's.[15] GFCP’s certification does end-product
testing and examines a facility’s entire production process, including ingredient sourcing, employee
training, cleaning practices, cross-contamination controls and operational management.[16] Their
certification involves: (1) $499/facility application fee and annual licensing fees for use of GFCP’s
trademark; (2) audit fees payable to a third-party company approved by the Allergen Control Group; and
(3) consulting/training support.[17]

(B) Nonprofit The Gluten Intolerance Group’s certification program is a yearly process (based on
ingredient review, on-site inspection and ongoing on-site product testing) that uses quality assessment
and control measures throughout food production. Their certification standard is 10 ppm or less.[18]
Product certification is valid for one year and renews annually. Costs include: (1) $500 audit fee per site;
(2) inspector travel expenses; and (3) flat-rate licensing/certification fee based on risk and number of
sites. These costs will vary depending on the manufacturing environment and site complexity.”[19]

(C) Healthy Dining offers gluten assessment to identify which of a restaurant’s ingredients, recipes,



preparation methods and menu items contain gluten.[20]

(D) MenuTrinfo and sister company Kitchens With Confidence offer gluten-free menu item certification
and gluten-free training.[21] According to their website, their menu certification program analyzes
menus; sources ingredients and speaks with manufacturers about possible cross-contamination; checks
for hidden sources of gluten; and creates a Certified Gluten-Free Menu with MenuTrinfo’s seal of
confidence. In their gluten-free training program, two restaurant supervisory staff members attend an
AllerTrain online certified class to learn how to offer gluten-free menu items, including proper back-of-
house as well as front-of-house procedures. They offer in-person or online customized classes, starting
at $19 for AllerTrain Lite (a condensed version). Clients can pay for a single seat in an online class or a
group price.[22] MenuTrinfo’s live 90-minute webinar AllerChef program provides training for chefs on
how to make gluten-free menu items.

(E) Celiac Support Association offers gluten-free certification through its CSA Recognition Seal and
requires that foods yield less than 5 ppm gluten. CSA says its Recognition Seal[23] is “reserved for the
‘Best of the Best.””[24] For example, foods may contain non-cross-contaminated oats under the FDA
definition, but not under CSA’s program.[25] The CSA Recognition Seal costs: (1) $500 start-up fee for
first year; (2) $40 per item for testing; and (3) annual fees to retain seal in subsequent years, with fee
amounts based on a percentage of sales of the food item bearing the seal.

(F) NSF International offers a Gluten-Free Certification Program that, according to its website, uses
“sensitive testing procedures, a stringent auditing process, on-site annual inspections and testing, and
an independent application review process to validate the accuracy of gluten-free labels.”[26] NSF
certification involves: (1) product and current procedures review; (2) on-site inspection; (3) random on-
site food sample testing to 10 ppm or less gluten; (4) certification; and (5) ongoing compliance via
annual inspections.

Conclusion

For restaurants to have their gluten-free cake and eat it too when it comes to capitalizing on the use of
“gluten-free” menu labels, their counsel should have a dialogue with the client about all of the details
that are necessary to ensure that every facet of their operations — e.g., sourcing, food handling,
cooking, front-of-house staff answering diners’ questions — are providing foods compliant with the
FDA’s definition of “gluten-free.” This dialogue is also necessary to make certain the clients’
expectations going into the gluten-free world are realistic and not caught off guard from the level of
commitment required, such as from: application fees, audit costs, site inspection charges, menu
reconsideration, ingredient sourcing review, separate equipment to prevent gluten cross-contamination,
business interruption during certification review, food testing costs, and training. Lawyers can help their
food seller and restaurant clients decide whether the profits to come from menu labels that tout gluten-
free entrees outweigh the costs of that label within the limits of the FDA’s definition.

—By Kristen E. Polovoy, Montgomery McCracken Walker & Rhoads LLP
Kristen Polovoy serves as of counsel in the Cherry Hill, New Jersey, office of Montgomery McCracken
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