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REGULATION OF CLAIMS

▪ Regulation of Claims

▪ Protein Declarations

□ Plant Proteins

□ Protein “Spiking”

▪ Protein Claims

□ Structure-Function Claims

□ Nutrient Content Claims

□ Health Claims

▪ Other Concerns

□ Prop 65

□ Made in the USA
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REGULATION OF CLAIMS

▪ Companies are being scrutinized from all sides, 

including:

□ Food and Drug Administration 

□ Federal Trade Commission

□ Advertising Self-Regulatory Council

□ State Attorneys General and District Attorneys

□ Consumer Advocacy Groups

□ Plaintiff lawyers on behalf of “consumers”
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PROTEIN DECLARATIONS
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PROTEIN DECLARATIONS

▪ 21 CFR 101.9(c)(7)

□ A statement of the number of grams of 

protein in a serving must be expressed 

to the nearest gram, except if there is 

between .5g and 1g, the statement 

“less than 1g” or “<1g” may be used.

□ If the serving contains less than .5g, the 

content may be expressed as zero

□ The DRV for protein is 50g per serving

□ The DV% may be declared but it must

be declared when a protein claim is 

made about the product
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PROTEIN DECLARATIONS

▪ What constitutes a protein claim?

□ Nutrient Content claim

□ Structure-function claim

□ Simple statement of the number of                                     

grams of protein outside of the                              

Nutrition Facts Panel

▪ Warning Letter to Oski Corp (1/21/14)

“Declaring the gram amount of a nutrient anywhere other than 

in the nutrition label is a nutrient content claim and all 

applicable parts of the Act, 21 CFR 101.9, and 101.13 must be 

followed unless specific exemptions are provided”
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PROTEIN DECLARATIONS

▪ The Protein Digestibility-Corrected Amino Acid 

score (PDCAAs) evaluates the quality of a 

protein based on both the amino acid 

requirements of humans and the ability to 

digest it

▪ Adopted by FAO/WHO in 1993

▪ Protein quality rankings have a highest score of 

1.0, meaning it provides per unit of protein, 

100% or more of the indispensable amino acids 

required

▪ Some proteins complement each other which 

may change overall score
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PROTEIN DECLARATIONS

▪ Total protein must be adjusted based on types 

of protein

▪ In particular, plant proteins often have lower 

scores

▪ Examples:

□ Cow’s milk     PDCAAS   1.0

□ Soy Protein    PDCAAS    1.0

□ Pea Protein    PDCAAS   0.893

□ Black Beans   PDCAAS    0.75

□ Peanuts         PDCAAS    0.52

▪ Must adjust DV% based on adjusted protein
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PROTEIN DECLARATIONS

▪ Important to ensure you have proper protein 

declaration

▪ For example, 10g of regular protein                    

from eggs or whey protein would be                           

20% DV, enough for a “High in                            

Protein” claim

▪ However 10g of protein from black beans would 

be 15% DV, only enough for a “good source of 

protein” claim



- 10 -

10

PROTEIN DECLARATIONS

▪ “Protein Spiking” class actions

▪ Spate of lawsuits in 2014-2015                                    

led by Michigan law firm brought                                   

over protein declarations

▪ Allegations are labels significantly overstated  

the protein content due to amino acids and 

other substances that test positive for protein 

▪ Lawsuits assert companies use “filler” 

substances much cheaper than proteins

▪ Even if labeling may be technically compliant 

with regulations, it may still be false and 

misleading
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PROTEIN CLAIMS
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PROTEIN CLAIMS

▪ THREE TYPES OF CLAIMS PERMITTED FOR 

FOODS, BEVERAGES AND SUPPLEMENTS

STRUCTURE-FUNCTION 

NUTRIENT CONTENT 

HEALTH
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STRUCTURE-FUNCTION CLAIMS
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STRUCTURE-FUNCTION CLAIMS

▪ Structure-Function claims or statements              
are the most common or “building block”           
claims that describe an ingredient’s                  
effect on the structure and/or function                
of the body

□ Examples:

▪ “Vitamin C helps support a healthy immune system”

▪ “Cinnamon maintains normal digestive function”

▪ “Calcium helps build strong bones”

▪ “25g of protein helps support lean muscle and strength”



- 15 -

15

STRUCTURE-FUNCTION CLAIMS

□ Words that are 
often used

▪ Maintains 

▪ Supports

▪ Promotes

▪ Assists

▪ However, it depends on the context because “bad” 
words can be okay and “good” words can be bad

▪ Words that can 
be yellow flags

▪ Treats

▪ Cures

▪ Prevents

▪ Mitigates

▪ Therapeutic

▪ Medicinal
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STRUCTURE-FUNCTION CLAIMS

▪ Structure-function claims for supplements are 
permissible as long as they don’t suggest the 
diagnosis, treatment, cure or prevention of 
disease

▪ Structure-function claims for foods should 
relate to aroma, taste or nutritive value

▪ No pre-approved necessary from FDA, but 
manufacturer, packer or distributor must 
submit claims within 30 days of marketing a 
supplement bearing s/f claims

□ Section 6 of DSHEA and 21 CFR 101.93 require the 
following warning

▪ “These statements have not been evaluated by the Food & 
Drug Administration.  This product is not intended to 
diagnose, treat, cure or prevent a disease.”
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STRUCTURE-FUNCTION CLAIMS

▪ THE #1 RULE TO LIVE BY -- A FOOD, BEVERAGE 
OR SUPPLEMENT PRODUCT MAY NOT BE 
INTENDED TO DIAGNOSE, TREAT, CURE, OR 
PREVENT A DISEASE

▪ If it does, it will be considered a drug by the FDA

▪ It doesn’t matter if a company can provide 
substantiation that a supplement or food product 
does help with disease; this is because Congress 
decided only drugs may be offered to diagnose, 
treat, cure or prevent a disease

▪ Mentions of specific diseases, such as                          
diabetes, HIV, or cancer, are clear                                   
red flags to the FDA 
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STRUCTURE-FUNCTION CLAIMS

▪ What is a disease?

□ Definition of disease at 21CFR 101.93(g)

“Damage to an organ, part, structure, or system of the body such 
that it does not function properly (e.g., cardiovascular disease), or 
a state of health leading to such dysfunctioning (e.g., prediabetes
or hypertension)

▪ 21 CFR 101.93(g)(2) identifies 10 categories of 
products that are likely to be considered disease 
claims
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STRUCTURE-FUNCTION CLAIMS

▪ 21 CFR 101.93(g)(2)(i) Claims an effect on a disease or 

class of diseases

▪ 21 CFR 101.93(g)(2)((ii) Claims an effect on a 

characteristic sign or symptom of a disease

▪ 21 CFR 101.93(g)(2)(iii) Claims an effect on abnormal 

condition associated with a natural state or process 

▪ 21 CFR 101.93(g)(2)(iv) Implied disease claims because of 

a product name, formulation, pictures or citations to 

disease conditions

▪ 21 CFR 101.93(g)(2)(v) Claims that a product belongs to a 

class of products that are intended to diagnose, treat, 

cure or prevent a disease
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STRUCTURE-FUNCTION CLAIMS

▪ 21 CFR 101.93(g)(2)(vi) Claims to be a substitute for a 

product that is a therapy for a disease

▪ 21 CFR 101.93(g)(2)(vii) Claims to augment a therapy or 

drug intended to diagnose, mitigate, treat, cure or 

prevent a disease

▪ 21 CFR 101.93(g)(2)(viii) Claims to have a role in the 

body’s response to a disease or to a vector of disease

▪ 21 CFR 101.93(g)(2)(ix) Claims to treat, prevent or 

mitigate adverse  events associated with a therapy for a 

disease

▪ 21 CFR 101.93(g)(2)(x) Claims to otherwise suggest an 

effect on a disease (catch-all)
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STRUCTURE-FUNCTION CLAIMS

▪ SUBSTANTIATION

□ This is the area that carries the biggest risks and possible 
repercussions from both a regulatory and civil litigation 
standpoint – you cannot make claims that are 
unsupported

□ All objective claims must be supported by “competent 
and reliable scientific evidence”

□ There is no statutory definition but it is defined in FTC 
cases as “tests, analyses, research, studies, or other 
evidence that have been conducted and evaluated in an 
objective manner by qualified persons, that are 
generally accepted in the profession to yield accurate 
and reliable results”

□ Personal experience and opinion is not sufficient 
substantiation

□ Gold standard is a double blind,                                              
placebo controlled, clinical trial

□ Reviewed on a case-by-case basis
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STRUCTURE-FUNCTION CLAIMS

▪ Plaintiff lawyers send out “fishing” letters for 

claims, asking for substantiation

▪ No obligation for companies to provide 

substantiation with advertising

▪ Most courts have held there is no private right 

for lack of substantiation as it would shift the 

burden to defendants

▪ Instead, actions are characterizing as false or 

misleading advertising claims – “you said your 

product would do this and it doesn’t”

▪ Most actions are targeted at the structure-

function claims made by companies
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NUTRIENT CONTENT CLAIMS
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NUTRIENT CONTENT CLAIMS

▪ Nutrient content claims describe the level of a 
nutrient in a product, using terms such as 
“high”, “low”, “free”, “less”, and “lite”

▪ 21 CFR § 101.13 – cannot make nutrient 
content claims unless specifically authorized by 
regulation (21 CFR 101.54-101.65) 

▪ Nutrient must have an RDI or DRV

▪ No nutrient content claims may be made for 
products for infants and children under 2 unless 
specifically provided for in a regulation

▪ Some of the hardest claims to defend because 
they are defined, but are there really damages?  
Most consumers don’t know specifics of claims
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NUTRIENT CONTENT CLAIMS

▪ Level of Nutrient (21 CFR 101.54)

□ Some of the most common nutrient content claims, 

these claims reference a certain quantity of a nutrient

□ 101.54(b) -- “rich in”, “high” or “excellent source of” 

means there is a least 20% of the RDI or DRV of the 

particular nutrient per Recommended Amount 

Customarily Consumed (RACC); must be only for 

ingredients that have a RDI or DRV

□ 101.54(c) -- “good source”, “contains”, or “provides” 

means there is 10-19% of the RDI or DRV per RACC

□ 101.54(e) -- “more”, “fortified”, “enriched”, “added”, 

“extra” and “plus” means there is a least 10% more of 

the RDI for vitamins/minerals per RACC than a reference 

food; must also comply with fortification policy



- 26 -

26

NUTRIENT CONTENT CLAIMS

▪ Nutrient content claims are often the subject of 

FDA Warning Letters

▪ While FDA likely will allow you to revise the 

labeling, the bigger exposure is from a civil 

standpoint

▪ Civil litigation over such claims often is initiated 

after FDA Warning Letters, which provide a “road 

map”

▪ FDA Warning Letters are not                           

proof of violations – they are                                          

the FDA’s opinion that                                 

labeling may be non-compliant
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HEALTH CLAIMS
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HEALTH CLAIMS

▪ Two main characteristics of health claims

□ Health claims describe the relationship between a food, 
food component or dietary ingredient                          
and the reduction in risk of a disease                             
or health related condition

▪ Three types of health claims

□ Health claims authorized by FDA in                            
regulations

□ Health claims based on an authoritative statement of a 
scientific body of the U.S. government

□ Qualified health claims

▪ Currently, there are no health claims approved 
for essential oils
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HEALTH CLAIMS

▪ 21 CFR 101.82

□ Relationship between diets that are low in                                 
saturated fat and cholesterol and that                                         
include soy protein and the risk of CHD.

▪ Requirements

□ 6.25 g of soy protein per RACC

□ Food must be “low saturated fat” and “low cholesterol” 

□ Food must be “low fat”, unless it consists of or is derived from 

whole soybeans and contains no fat in addition to the fat 

inherently present in the whole soybeans it contains or from 

which it is derived. 

▪ Model Claim

□ Diets low in saturated fat and cholesterol that include 25 grams 
of soy protein a day may reduce the risk of heart disease. One 
serving of [name of food] provides __ grams of soy protein. 
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CALIFORNIA’S PROPOSITION 65
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CALIFORNIA’S PROPOSITION 65

▪ Proposition 65, officially known as the Safe 
Drinking Water and Toxic Enforcement Act of 
1986 was enacted as a ballot initiative in 
November 1986. 

▪ Prop 65 requires businesses to inform 
Californians about exposures to over 900 
chemicals that the State of California has 
deemed to cause cancer, birth defects, or other 
reproductive harm
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CALIFORNIA’S PROPOSITION 65

▪ Private right of action has created opportunity 

for plaintiff lawyers/bounty hunters

▪ Environmental Research Center (ERC) continues 

to be the primary enforcer 

□ Potential for large penalties and fees recovered (up to 

$2,500 per violation per day)

□ Significant uptick in the cost of settlements

□ Moving on to less obvious products

▪ Others in food space

□ As You Sow

□ Chanler 

□ Center For Environmental Health
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CALIFORNIA’S PROPOSITION 65

▪ Current Prop 65 Warning
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CALIFORNIA’S PROPOSITION 65

▪ New Prop 65 Warning as of August 30, 
2018 
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CALIFORNIA’S PROPOSITION 65

▪ Protein powders at particular risk due to 

naturally occurring heavy metals in soil

▪ Exemptions for naturally occurring amounts –

hard to prove 

▪ Recommend companies selling products in 

California send products out for testing

▪ Evaluate serving size and directions for use

▪ Warnings can take various forms

□ Online 

□ Point of sale
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“MADE IN THE USA”
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“MADE IN THE USA” CLAIMS

▪ There is no federal law or regulation which 

specifically defines or addresses “Made in the 

USA” claims

▪ Such claims fall under the general principles 

that they must be “truthful and not misleading”

▪ FTC has issued a guidance entitled “Complying 

with the Made in USA Standard -
https://www.ftc.gov/tips-advice/business-

center/guidance/complying-made-usa-standard
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“MADE IN THE USA”

▪ “Made in the USA” has been                             

interpreted by the FTC to mean                                  

that not only was the product                                  

finally assembled or manufactured in the 

United States, but the parts are also of U.S. 

origin

▪ The FTC standard is that “all or virtually all” of 

the parts and the processing must be from the 

USA – which includes all 50 states, D.C. and U.S. 

territories

▪ Some states, like California, have dropped the 

“or virtually all” and require that all parts                                         

and the processing be from the United States
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“MADE IN THE USA” CLAIMS

▪ There has been very little, if any, discussion by 

the FTC of “Made in the USA” claims with 

respect to food, beverage and supplements

▪ No FTC actions to date regarding origin of 

ingredients

▪ No civil actions to date in which a judge has 

ruled on “Made in the USA” for a food, 

beverage or supplement

▪ Does the “Made in the USA”                        

really imply that the                                         

ingredients in a food, beverage,                        

or supplement are all from the U.S.?
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“MADE IN THE USA” CLAIMS

▪ Qualified “Made in the USA” claims can be made if the 

claim, by itself, may be misleading

▪ FTC indicates that “Made in USA of U.S. and Imported 

Parts” or “Assembled in the USA” would be permissible, 

non-deceptive claims

▪ Possible qualified claims for food/beverages:

□ Bottled in the USA

□ Made in the USA with domestic                  

and foreign ingredients

□ Made in the USA with awesome                                             

ingredients from around the world

▪ Be careful – general terms like “produced”, “created” or 

“manufactured” may still mean “Made in the USA”
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FOOD FOR THOUGHT
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FOOD FOR THOUGHT

▪ REVIEW YOUR LABELS

▪ DON’T SELL PRODUCTS TO TREAT DISEASE

▪ MAKE SURE CLAIMS ARE NOT FALSE/MISLEADING

▪ CALIFORNIA – BEWARE!  TEST FOR PROP 65
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Greenberg Traurig LLP  
An International Firm of 2000+ Attorneys & Government Law & Policy 

Professionals in 38 Cities
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LEGAL DISCLAIMER

▪ This presentation consists of general legal information.  It 

is not intended to give legal advice about a specific legal 

problem, nor does it create an attorney-client 

relationship.

▪ Due to the importance of individual facts of every 

situation, the generalization in this presentation may not 

necessarily be applicable to all situations.  Changes in the 

law could make parts of this presentation obsolete in the 

future.

▪ This information is provided with the understanding that 

if specific legal advice is required, the services of the 

presenter or another competent attorney should be 

sought.



- 45 -

45

QUESTION AND ANSWER
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