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Legal Aspects of Celiac 

Disease

Outline

� Food Allergen Labeling and Consumer Protection 

Act of 2004

� Lawsuits Involving Celiac Disease

� Celiac Disease as a Disability

Outline

� Food Allergen Labeling and Consumer Protection 

Act of 2004

� Eight Most Common Food Allergens

� Proposed Rule for Use of Term “Gluten-Free” on 
Labeling of Foods

� Definitions

� Issues with Compliance

� Proposed Rule

Food Allergen Labeling and Consumer 

Protection Act of 2004 (FALCPA)

� Food products labeled after January 1, 2006 must be 

properly labeled if contain one of 8 food allergens

� More than 160 foods can cause food allergies

� 8 allergens cause more than 90% of all food allergies:

� Milk

� Eggs

� Fish (e.g., bass, flounder, cod)

� Crustacean shellfish (e.g., crab, lobster, shrimp)

� Tree nuts (e.g., almonds, walnuts, pecans)

� Peanuts

� Wheat

� Soybeans
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Proper Labeling Under FALCPA

� Option 1 
� Include the name of the food source in parenthesis following 

the common or usual name of the major food allergen in the 
list of ingredients 

� Ingredients: Enriched flour (wheat flour, malted barley, 
niacin, reduced iron, thiamin mononitrate, riboflavin, folic 
acid), sugar, partially hydrogenated soybean oil, and/or 
cottonseed oil, whey (milk), eggs, vanilla, natural and 
artificial flavoring) salt, leavening (sodium acid 
pyrophosphate, monocalcium phosphate), lecithin (soy)

� Option 2
� Place the word "Contains" followed by the name of the food 

source from which the major food allergen is derived, 
immediately after or adjacent to the list of ingredients, in type 
size that is no smaller than the type size used for the list of 
ingredients. 

� Contains Wheat, Milk, Egg, and Soy

Proper Labeling Under FALCPA

� Does not apply to unintentionally cross-
contaminated foods

� May result from customary methods of growing and 
harvesting crops, use of shared storage, 
transportation, or production equipment

� Basis for “may contain [allergen]” and “processed in a 
facility that also processes [allergen]” statements on 
labeling

� Even these advisory statements must not be misleading

� Applies only to packaged foods, not to restaurant 
foods

� McDonalds not included

FALCPA and Celiac Disease

� Title II of Public Law 108-282 (FALCPA) also requires 

Secretary of Department of HHS to 

� Issue a proposed rule that will define and permit the use of the

term “gluten free” on the labeling of foods by August 2006

� Issue a final rule by August 2008 

� Still waiting …

� Once federal definition of “gluten free” is in effect, 

manufacturer’s use of term on food labels is discretionary.

� Use of term “gluten free” is not mandatory

� May only use term if the food bearing the label meets the 

federal definition 

Gluten-Free Labeling

� Definition

� Issues With Compliance

� Harvest

� Transportation

� Production
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What Does “Gluten-Free” Mean?

� Don’t Cost Nuthin’?

� 0 PPM

� 5 PPM – CSA Recognition Seal Program

� 10 PPM

� 20 PPM – proposed by FDA, new Codex Alimentarius

World Health Org. standard (#118-1979)

� 50 PPM 

� 100 PPM – defined as “very low gluten” by Codex

� 200 PPM – used in Europe until 2008

� Other?

What is One Part Per Million?

� One penny in $10,000

� One drop in 13 gallons of water

� One minute in 2 years

� One page out of 1200 Bibles

� Regarding gluten –

1/8 teaspoon of flour contains enough gluten to make 

a patient with celiac disease ill

What Does “Gluten-Free” Mean?

� Must be Careful About Definition

� Criteria That Are Too Stringent

� Difficult to assure that foods meet “gluten-free”

standards

� Becomes cost-prohibitive

� Fewer companies make gluten-free foods

� Might not use “gluten free” label to avoid “misbranding”

� Up to 3 years in prison and $10,000 fine (21 USC 333)

� Criteria That Are Not Stringent Enough

� Celiac patients ingest gluten-containing materials and 

relapse/cause illness

Compliance Issues

� Growing

� Crop rotation to increase production, soil structure

� Adds nutrients to soil, decreases soil erosion

� Oats often grown with wheat, barley, and rye

� Grain harvested one year will drop kernels that 
germinate following year

� Example – barley grown one year, oats planted 
following year, but some of previous year’s barley 
grains germinate and grow with oats

� Some farms grow more than one mix of grains in 
same area
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“Gluten-Free” Issues “Gluten-Free” Issues

Compliance Issues

� Processing

� Milling corn into flour using same equipment as wheat?

� Difficult and time-consuming to clean

� Transport

� Grain elevators not thoroughly cleaned between shipments

� Silos not cleaned between seasons - dust

� Truck and rail cars that transport grains not thoroughly 
cleaned between shipments

Inspecting Grain. 

Practical Procedures for 

Grain Handlers

USDA October 1999

In some cases, USDA allows 5% or more admix of grains 
(50,000 PPM)
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Compliance Issues

� How To Measure?

� Commercial tests available that can measure 1.5 

PPM of gluten – time consuming

� Rapid tests can measure down to 10 PPM of gluten

� Is increasing specificity more useful?

� “1 inch” versus “1.00434 inches”

Compliance Issues

� Labeling

� Creation of uniform “gluten free” label/symbol to make 
it faster and easier to determine whether product is 
gluten-free

� Many shoppers spend significant amounts of extra 
time attempting to find gluten-free foods

� Reading labels large part of time spent
� Difficult task for elderly with poor eyesight

� Difficult for children who cannot read ingredients

� CSA Recognition Seal Program 

� Products with less than 5 PPM gluten (no oats)

� Facility review

� Inspection of packaging

� Testing of samples

Food Allergen Labeling and Consumer 

Protection Act of 2004 (FALCPA)

� Current proposed definition:

� Food bearing label of “gluten free” may not contain any of 

the following:

� An ingredient that is wheat, rye, or barley 

� An ingredient that is derived from wheat, rye, or barley 

and that has not been processed to remove gluten 

� 20 PPM or more of gluten

� Current proposal defines “gluten” as protein that occurs in 

wheat, rye, barley or derivatives

� Oats not included in definition

� “Gluten free” could still contain oats – provided no more than 

20 PPM of gluten within oats

Lawsuits Involving Celiac Disease
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Lawsuits Involving Celiac Disease

� Search of national legal database (Fastcase)

� Total of 14 cases mentioning term “celiac disease”
� 7 described celiac disease as part of litigant’s medical history, 

but celiac disease was not issue in litigation

� 3 involved parental custody issues

� 2 involved criminal cases where starvation of children 
allegedly due to celiac disease instead of parental misconduct

� One case argued that NY law against prostitution was 
unconstitutional. Plaintiff alleged that celiac disease was  
illness causing “fatigue and emaciation” that “prevented him 
from normal social contacts which could lead to his meeting 
nonprostitute women.” (Cherry v. Koch [NY 1987])

� One case involved divorce where party alleged that she was 
unable to work due to celiac disease as justification for social
security and disability payments and spousal support payments 
(Bostick v. Bostick [Ohio 2008])

Celiac Disease As A Disability

Federal Disability Statutes

� Americans With Disabilities Act of 1990

� Title I  - Employment

� Title II – Public Entities

� Title III – Private Entities

� Title IV – Telecommunications

� Title V – Miscellaneous

� Rehabilitation Act of 1973

� Section 504

What is a “Disability”?

� Disability determined on a case-by-case basis

� Definition similar in ADA and Section 504

� Persons with a physical or mental impairment which 

substantially limits one or more major life activities

� Physical or Mental Impairment

� A physiological disorder or condition, cosmetic disfigurement, or 
anatomical loss affecting one or more of the following body 

systems: 

� neurological; musculoskeletal; special sense organs; respiratory, 

including speech organs; cardiovascular; reproductive, digestive, 

genito-urinary; hemic and lymphatic; skin; and endocrine; or 

� any mental or psychological disorder

� Major Life Activities

� Caring for oneself, walking, seeing, hearing, speaking, breathing, 

working, performing manual tasks, and learning
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What is a “Disability”?

� ADA Amendments Act (2008)

� Expands definition of “major life activities” to 
include
� Caring for oneself, Performing manual tasks, Seeing, 

Hearing, Eating, Sleeping, Walking, Standing, 
Lifting, Bending, Speaking, Breathing, Learning, 
Reading, Concentrating, Thinking, Communicating, 
Working 

� Adds major bodily functions to definition of “major 
life activities”

� “functions of the immune system, normal cell growth, 
digestive, bowel, bladder, respiratory, neurological, 
brain, circulatory, endocrine, and reproductive 
functions”

Americans with Disabilities Act

� Title I Example - Employment

� No discrimination against a qualified individual on the basis 

of disability with regard to any employment-related activities 

including job application, hiring, training, advancement, 

termination, compensation, fringe benefits, etc.

� Only applies to “qualified individuals”

� Person with disability who meets legitimate requirements of an 

employment position and can perform the “essential functions”

of the position with or without reasonable accommodation

� No cases/mention of celiac disease or food allergies on 

EEOC site or in case law

Americans with Disabilities Act

� Title III Example – Public Accommodations

� Public accommodations include entities such as 
restaurants, hotels, theaters, doctors’ offices, pharmacies, 
retail stores, museums, libraries, parks, private schools, 
and day care centers

� Cannot create criteria that tend to preclude individuals with 
disabilities from enjoying goods or services

� Examples: 
� Cannot exclude child with disability from day care program 

� Center must be prepared to deal with life-threatening 
allergies by using epinephrine (1997 DOJ settlement with La 
Petite Academy)

� Must provide basic care for diabetics (1996 DOJ settlement 
with KinderCare Learning Centers)

� Most of remainder of Title III deals with ensuring access to 
places of public accommodation

Rehabilitation Act of 1973-Section 504

� Section 504 of the Rehabilitation Act of 1973 protects 
qualified individuals from discrimination based on their 
disability
� Aside from disability, individual meets normal and essential 

eligibility requirements for activity/aid/benefit/service

� Applies to employers and organizations that receive 
financial assistance from any Federal department or agency

� Schools

� Hospitals

� Nursing homes

� May not apply to private religious schools

� Organizations may not exclude or deny individuals with 
disabilities an equal opportunity to receive program 
benefits and services 
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Section 504

� A recipient of Federal financial assistance may not, on the 

basis of disability [84.4]: 

� Deny qualified individuals the opportunity to participate in 

or benefit from aid, benefit, or service

� Give a qualified handicapped person less aid, benefit, or 

service than is afforded to others 

� Deny employment opportunities, including hiring, 

promotion, training, and fringe benefits, for which they are 

otherwise entitled or qualified

� Otherwise limit a qualified handicapped person in the 

enjoyment of any right, privilege, advantage, or opportunity 

enjoyed by others

Section 504

� Documenting Disability

� Generally made on a case-by-case basis

� Requirements vary by state

� Usually requires note from physician

� Regarding celiac disease, must show

� The disability – body system affected

� The major life activity affected

� How diet affects disability and major life activity

� Foods to be omitted

� Foods to be substituted

� Other reasonable accommodations

Section 504

� Documenting Disability
� The disability – body system affected

� Digestive system

� The major life activity affected

� Learning, working, performing manual tasks

� How diet affects disability and major life activity

� Untreated celiac disease affects activities such as ability to engage in 
physical activity, cognitive skills, and concentration

� Foods to be omitted

� Any foods containing wheat, rye, barley, oats, or derivatives

� Foods to be substituted

� Gluten free breads/pastas (rice/corn/potato-based) are to be 
substituted for gluten-containing materials

� Care should be taken to avoid cross contamination with crumbs or
flours from gluten-containing sources

Section 504

� Once disability documented …

� Reasonable Accommodations [84.12]

� A recipient shall make reasonable accommodation to the 

known physical or mental limitations of an otherwise 

qualified handicapped applicant or employee unless “undue 

hardship”

� Regarding celiac disease, may include alternative plans for 

� Meals and snacks

� Field trips

� Availability of bathrooms

� Parental notification
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Section 504

� If Discrimination Exists:

� File complaint with Department of Health and 

Human Services – Office for Civil Rights

� 800-368-1019

� http://www.hhs.gov/ocr

� Before making complaint, consider effects of 

complaint


