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Overview: What are Your Obligations?
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What is a Marketer Responsible For?

Labels
• On product
• Flavor names
• Product names
• Traditional claims 

Labeling
• “accompanying the article”
• includes website

Direct advertising
• website
• print media
• web ads
• TV ads

Social media
• Twitter
• Instagram
• Facebook
• Youtube

Press statements 
• interviews
• responses to request for comment

Endorser claims
• social media
• blogs
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Regulatory Requirements: Labeling & Advertising

• labels and labeling must be truthful and non-misleading
• specific requirements for nutritional and health benefit claimsFDA

• advertising be truthful and non-deceptive
• covers all media – commercials, print ads, social mediaFTC

• prohibit false or misleading marketing
• prohibit unfair competition through deceptive advertising States

Companies are responsible for their own statements as well as those of spokespeople 
and endorsers
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Reasonable Consumer Takeaway 
 You are responsible for substantiating the “net impression” of every 

“reasonable consumer”
 Net Impression
 Express/implied representations in the context of the entire 

advertisement and (sometimes) whole promotional campaign
 Deception may exist through affirmative representations or 

omissions that are material
 Reasonable Consumer
 Is the representation/omission likely to mislead the consumer 

who is interpreting/reacting reasonably under the 
circumstances?

 Can be multiple reasonable consumer takeaways from a given 
advertisement
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What is Reasonable?
9th Circuit 2015
“[A] reasonable consumer would 
simply not view pictures on the 
packaging of a puree pouch assume 
that the size of the items pictured 
directly correlated with their 
predominance in the blend. Every 
reasonable shopper knows that the 
devil is in the details. Moreover, 
any potential ambiguity could be 
resolved by the back panel of the 
products, which listed all ingredients 
in order of predominance.”

2nd Circuit 2018
“[R]easonable consumers 
should not be expected to 
look beyond misleading 
representations on the front of 
the box to discover the truth 
from the ingredient list in small 
print on the side of the box.” 6



What are Potential Risks?

FDA regulatory action
• Warning letter

FTC action
• CID  consent order and civil monetary penalties

Competitor challenge
• NAD
• Lanham Act

Consumer challenge
• Demand letter
• Class action lawsuit

State AG
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Naming and Standards of Identity
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FDA Labeling Regulations: Product and Ingredient Names
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Packaged foods must bear a statement of identity
• (a) PDP of a food in package form must bear as one of its principal features a statement of 

the identity of the commodity.
• (b) Such statement of identity must be in terms of:

• (1) The name now or hereafter specified in or required by any applicable Federal 
law or regulation; or, in the absence thereof,

• (2) The common or usual name of the food; or, in the absence thereof,
• (3) An appropriately descriptive term, or when the nature of the food is obvious, a 

fanciful name commonly used by the public for such food

Food labels must list ingredients by common or usual name
• Ingredients required to be declared on the label or labeling of a food, including foods that 

comply with standards of identity, except those ingredients exempted by §101.100, must 
be listed by common or usual name in descending order of predominance by weight on 
either the principal display panel or the information panel



FDA Labeling Regulations: Determination of Common or Usual Name

The common or usual name of a food, which may be a coined term, shall accurately identify or 
describe, in as simple and direct terms as possible, the basic nature of the food or its 
characterizing properties or ingredients. 

The name shall be uniform among all identical or similar products and may not be 
confusingly similar to the name of any other food that is not reasonably encompassed 
within the same name. Each class or subclass of food shall be given its own common or usual 
name that states, in clear terms, what it is in a way that distinguishes it from different foods.
A common or usual name of a food may be established by common usage or by 
establishment of a regulation in subpart B of this part, in part 104 of this chapter, in a 
standard of identity, or in other regulations in this chapter.

Common or usual names established by regulation include (but are not limited to): “protein 
hydrolysates,” “peanut spreads,” “crabmeat,” “seafood cocktails,” “breaded shrimp sticks made 
from minced shrimp” 

10



Naming: Key Considerations
Basic nature of food or characterizing 
properties/ingredients

Uniform amongst all similar products

Can’t be confusingly similar to other dissimilar food

Each class or subclass of food should have own name 
that distinguishes it from different foods

Qualifying language may be useful
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Case Study: Soy Leghemoglobin

12

 “The color additive that is the subject of this petition is the stabilized product of 
controlled fermentation of a non-pathogenic and non-toxicogenic strain of the 
yeast, Pichia pastoris (P. pastoris), genetically engineered to express soy 
leghemoglobin protein, the principal coloring component of the color additive 
and imparts a reddish-brown color.” 

 “Soy leghemoglobin gets its name from its source, the soybean root; it is a 
hemeprotein present in the nitrogen-fixing root nodules of leguminous plants”. 

 The color additive is manufactured by construction of the P. pastoris production 
strain, expression of soy leghemoglobin protein via fermentation, followed by 
concentration and stabilization of the expressed protein. 

 “We are establishing soy leghemoglobin as the common or usual name for 
this color additive and note that the terms ‘soy leghemoglobin’ and ‘soy 
leghemoglobin preparation’ are used interchangeably when referring to the 
name of the color additive in this final rule and in our review memoranda.”



Case Study: Soy Leghemoglobin
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 FDA denied the Center for Food Safety’s (CFS) objections to the color additive 
approval for soy leghemoglobin in December 2019 

 CFS filed 6 objections, including one stating that FDA should require the 
ingredient to be labeled “soy leghemoglobin/P[ichia] pastoris yeast protein” to 
notify consumers who “believe that they have allergies to either soy products or 
yeast products”

 In response, FDA maintains that:

 While the color additive soy leghemoglobin contains residual amounts of P. 
pastoris yeast protein in addition to the principal coloring component, soy 
leghemoglobin protein, “the totality of evidence presented in the color 
additive petition indicated that there is a reasonable certainty that soy 
leghemoglobin protein and P. pastoris yeast proteins do not pose any 
unique allergenicity risks”

 “Because soybeans are identified as a major food allergen, foods that 
contain soy leghemoglobin must be labeled accordingly. Yeast protein has 
not been identified as a major food allergen.” 



Case Study: Dairy

14

 FDA standards of identity currently 
include wide range of dairy standards

 FDA’s regulations: Milk is the lacteal secretion, 
practically free from colostrum, obtained by the 
complete milking of one or more healthy cows

 FDCA 403(g): Food is misbranded if it purports to 
be or is represented as a food for which a 
definition and standard of identity has been 
prescribed 

 July 2018, Commissioner 
Gottlieb: “an almond doesn’t lactate”



Case Study: Dairy
• Reopened comment period from 2005 proposed rule
• Broadly considering standards framework and how to accommodate technological and nutritional 

innovation2020 FDA Standards PR

• Requests that FDA enforce existing “imitation” labeling requirements against non-dairy substitutes for 
dairy foods

• Codify FDA policies to permit the name of a standardized dairy food to be used in a non-dairy substitute 
only when products are deemed nutritionally equivalent

2019 NMPF petition

• FDA requested comments on the use of dairy terms—such as milk, yogurt, and cheese—in the labeling of 
plant-based products2018 Request for 

Comment

• “[S]ome of these products can vary widely in their nutritional content, for instance in relation to inherent 
protein or in added vitamin content when compared to traditional milk”

• “We intend to look at these differences in relation to potential public health consequences.” 2018 FDA PR
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Case Study: Cultured Meat
 No pre-set nomenclature 
 United States Cattlemen’s Association (USCA) petition 

(Feb 9, 2018)
 Requested that USDA limit the definition of “beef” to product 

from cattle born, raised, and harvested in the traditional 
manner.

 Further requested that “meat” also be limited to the tissue or 
flesh of animals that have been harvested in the traditional 
manner.

 USDA received over 6,000 comments. 
 Most comments opposed the petition. But nearly all agreed 

that cultured meat and beef should be labeled in a manner 
that indicates how it was produced, differentiating it from 
slaughtered meat products.

 USDA denied petition September 2021:
 Will address cultured meat product naming through rulemaking
 No jurisdiction over naming of other products (e.g., plant based)
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Case Study: Cultured Meat
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USDA has a number of Standards 
of Identity for various meat and 

poultry products

USDA will develop new regulatory 
requirements for labeling cell-

cultured meat and poultry

Hamburger “shall consist of chopped fresh and/or frozen beef with or without 
the addition of beef fat as such and/or seasoning, shall not contain more than 30 
percent fat, and shall not contain added water, phosphates, binders, or 
extenders. Beef cheek meat (trimmed beef cheeks) may be used in the 
preparation of hamburger only in accordance with the conditions prescribed in 
paragraph (a) of this section.”

Consider: 
Does this SOI only contemplate use of  beef derived from a 
slaughtered animal? 

Example of existing USDA SOI for “hamburger” 
(9 C.F.R 319(15(b))



State Impact: Alternative Proteins
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Missouri: 2018 law amended the Missouri meat advertising law to prohibit 
“misrepresenting a product as meat that is not derived from harvested production 
livestock or poultry.”

• State Dept of Ag provided guidance regarding qualifiers

Arkansas: 2019 law states that “meat” does not include synthetic product derived from 
a plant, insect, or other sources like lab-grown animal cells

• Prohibits, in part, (1) representing the agricultural product as meat or a meat product when the agricultural 
product is not derived from harvested livestock, poultry, or cervids; (2) representing the agricultural product 
as rice when the agricultural product is not rice; (3) utilizing a term that is the same as or similar to a term 
that has been used or defined historically in reference to a specific agricultural product; or (4) affixing a label 
that uses a variation of rice in the name of the agricultural product when the agricultural product is not rice 
or derived from rice

20+ laws pending or passed in other states



Litigation Examples
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FDA Food Claim Warning Letters
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Food Class Action Filings
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Dairy Naming Litigation

• Ocheesee Creamery LLC v. Putnam
(11th Cir. 2017)

• Miyoko's Kitchen v. Ross (N.D. Cal. 
2021)

• Painter v. Blue Diamond Growers
(9th Cir. 2018)
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Protein Calculation Litigation
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Plaintiffs allege: FOP protein claim should be PDCAAS adjusted value

Defendants allege: FDA regulations do not require FOP protein claim to be 
adjusted, just percent DV

Regulations and preamble do not expressly address this issue:

• Protein content in NFL calculated “on the basis of the factor 6.25 times the nitrogen content of 
the food as determined by the appropriate method of analysis as given in the [AOAC], except 
when official AOAC procedures . . . require a specific factor other than 6.25, that specific factor 
shall be used”

• NFL must include “a statement of the corrected amount of protein per serving,” “calculated 
as a percentage of the RDI or DRV for protein, as appropriate, and expressed as Percent of 
Daily Value”



What Requirements Apply?
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• Protein Claim: 
13g protein

• Daily Value: 
21 percent

• Based on 
PDCAAS
“adjusted” 
protein ~10.5g



What Requirements Apply?
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FDA regulations require 
protein content to be 
declared in Nutrition 

Facts Label

Protein content should 
be calculated using 
“nitrogen method” 

described in regulations

Protein percent DV is 
not required unless “a 
protein claim is made 
for the product” (or if 
product for children 

under 3)

Percent DV must be 
based on “corrected 

amount of protein per 
serving” – i.e., PDCAAS 

adjusted amount



CFSAN Feedback
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 Email from FLSS, May 2021 (produced in KIND case):
 Quantitative information about a nutrient, such as protein, that is 

displayed on the front of the package is considered a nutrient content 
claim in accordance with 21 CFR 101.13(i)(3), and must be consistent 
with the declaration of the quantitative amount of protein declared in 
the Nutrition Facts label.  Therefore, if the amount of protein declared 
in the Nutrition Facts label is “8g,” the nutrient content claim on the 
front of the package must also state “8g.”

 Email from FLSS, Feb 2021 (produced in Kashi case):
 Our regulations do not require that the gram amount of protein 

declared in a quantitative statement made outside the Nutrition  Facts  
label be corrected for protein digestibility. 



Protein Quality Litigation

 Class action claims 
challenging accuracy of 
PDCAAS adjustment

 Allege that plant proteins 
are lower “quality” and:
 adjustment not done 

correctly
 advertising deceptive
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Sustainability Litigation
 OCA v. Mowi (D.C. Superior Court); 

Neversink v. Mowi (Southern District of New 
York)
 Salmon packaging: “sustainably sourced”
 Plaintiff: amounts to claim of far-reaching 

environmental and animal welfare benefit
 Motion to dismiss: 

 Mowi’s claims are qualified – “sustainably 
sourced”

 Salmon farming more sustainable than other 
types of animal farming

 Backed by independent third-party certifications
 Ultimately $1.3 million nationwide settlement
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Animal Welfare Litigation

 Ben & Jerry’s “Happy Cows” suits
E.g., Organic Consumers Ass’n v. 
Ben & Jerry’s Homemade Inc et 
al. (D.C. Super.); Ehlers v Ben & 
Jerry’s Homemade Inc et al. 
(D.Vt.)
 Company removed the smiling 

cows
 “They did not look happy to 

begin with…”
 Cases ultimately dismissed
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Animal Raising Litigation
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What to Expect? 
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Potential FDA 
action on 
standards of 
identity
• General
• Dairy

Federal 
framework for 

naming cultured 
protein

Ongoing state 
litigation for 
alternative 

protein naming

Continued class 
action scrutiny
• Sustainability
• Nutrition benefits
• Naming
• Animal benefits
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Questions?

Jessica P. O’Connell
jpoconnell@cov.com
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