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Overview/Objectives

• What does “Clean Label” Mean?

• Legal Framework – Setting the “Baseline”

• Impact of Class Action Litigation

• Lessons, Tips and Hints
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What Does “Clean Label” Mean?
• Few ingredients; avoid lengthy ingredient statements

• Ingredient names are recognizable; avoid unfamiliar names

• Transparency to consumers

• Absence of artificial ingredients

• Minimally processed

• Natural

• Allergen-free

• Uncluttered label
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• FDA labeling regulations – requirements and exemptions
– Applying long-standing regulations in a very different, new environment

• Consumer expectations and understanding

• Class action litigation

• FDA enforcement; USDA label pre-approval

• Competitive challenges – litigation, before the BBB/NAD

Legal Parameters that Inform Clean Label Efforts
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• Product name/statement of identity

• Statement of net weight

• Ingredient statement

• Nutrition Facts panel

• Manufacturer/distributor identification

Mandatory Information that Must Appear on Food Label
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• Ingredients shall be listed by common or usual name in descending order of 
predominance by weight  (21 CFR 101.4(a))

• Name of the ingredient must be specific and not a collective/generic name, 
except for specified exceptions (and only specified exemptions).  Examples:
– Spices, flavorings, colorings and chemical preservatives shall be declared by special regulations 

(See Section 101.22)

– Skim milk, concentrated milk reconstituted milk and whole dry milk may be declared as “milk.”

– Blends and use of and/or labeling for fats and oils.

– Ingredients that act as leavening agents may be declared by specific common or usual name of 
each individual leavening agent in parentheses following the collective name “leavening.”

• Sub-ingredients must also be declared parenthetically

FDA Ingredient Labeling Rules:  Minimum Requirements
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• If an ingredient is the subject of a so-called “standard of identity,” then 
the name specified by the standard must be used

• A common or usual name (CUN) is typically not defined by a specific FDA 
regulation

• Key principles guide determination for names (and ingredients) (Section 
102.5)
– Describe the basic nature of the food and its characterizing properties

– Drawn from industry practice and consumer understanding

– Name must be uniformly used among all like ingredients

• Ingredient names cannot include brand names, adjectives, acronyms, 
abbreviations, “marketing terms”

Determining an ingredient’s common or usual name
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• Specified at Section 101.100 – narrow categories that must be applied 
according to established precedents

• Example:
– “Incidental additives” – present in food at insignificant levels and do not have any 

technical of functional effect in that food.

– “Processing aides” – (1) substances that are added to a food during processing but are 
removed in some manner from the food before it is packaged in final form; (2) 
substances added to a food during processing that are converted into constituents 
normally present in the food, and do not significantly increase the amount of the 
constituents naturally found in the food; and (3) substances that are added to a food 
for their technical or functional effect in the processing but in the finished food at 
insignificant levels and do not have any technical or functional effect in that food.

– Involve important, technical analysis of food process and an understanding of the 
technical/functional effect of a given ingredient

Exemptions for Labeling Requirements
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• Must “start” and “finish” development of ingredient statement with 
careful application of FDA/USDA ingredient labeling regulations

• Prescriptive rules provide only limited flexibility

• Ingredient labeling rules also inform framing of ingredient claims

Take-away on ingredient labeling rules
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• Significant consideration in assessing any “clean label” initiatives
• Explosion of lawsuits against packaged food industry at a time when some 

view FDA enforcement as insufficient
• Most food companies are appropriately risk-adverse

– Merits of legal position vs. cost of defending lawsuit, damage to brand reputation

– At same time, do your home work, supported with sound technical and legal justification 
allows marketers to advance “clean label” objectives

• 3 Key Areas of Focus
– “Natural,” “100% Natural” and “All Natural” claims

– **Alleged violations of federal or state food labeling laws (“technical violations”)**

– Substantiation of health benefit and nutritional value claims made for foods

Class Action Litigation 



Misbranding Cases

• Ingredient Claims/Product 
Naming
– Compliance with standards of 

identity (white chocolate, yogurt)

– Evaporated cane juice

– Others



Recent Cases – Role of FDA Warning Letters

• FDA issued warning letter to KIND, LLC 
objecting to “healthy” claims and other issues:
– “+” claims

– Antioxidant claims

– Failure to disclose level of total fat where good source of 
fiber claim is made and product is not low in fat

– Failure to include the % DV for protein 

– Failure to declare poly and mono unsaturated fats 

• Class action plaintiffs filed suit just days after 
letter posted
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Kaufer v. KIND 
LLC



Recent Cases - Ingredients

• A number of suits challenge the listing of 
“evaporated cane juice” as an ingredient 
instead of “sugar” or “dried cane syrup”

• In March 2014, FDA reopened the comment 
period on its draft guidance, which stated 
that ECJ is not the common or usual name 
for any ingredient

• A number of courts dismissed cases based 
on primary jurisdiction, explaining that 
FDA is actively engaged in the issue

• Other courts have disagreed, holding that 
the cases could proceed based on the draft 
guidance issued by the agency
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“Natural” Claims

• Subject of dozens of lawsuits

• Recent initiative by FDA to define

• “Danger!  Proceed with Caution”
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“Organic”
7 CFR Part 205

• USDA’s Agricultural Marketing 
Service (AMS) has promulgated 
comprehensive regulations on the 
use of organic that cover the 
practice that must be utilized from 
“farm to table”
– Organic crop production
– Organic livestock production
– Use of “organic” on processed 

foods
• Requires 3rd party certification



“Organic”

• The AMS regulations contain a 
“National List” that identifies the 
synthetic, non-organic and other 
ingredients that may be included in 
organic production/products:  if not on 
the National List—the ingredient 
CANNOT be used

• 4-tier system for organic labeling
– 100% organic
– “Organic” (95% organic content) 
– “Made with organic ingredients” (>

70% organic)
– Identification of “organic _____” in 

ingredient statement



GMO Labeling

• Voluntary GE labeling is increasingly rapidly
– Whole Foods aims to have GE labeling on all products by 2018

– If GMO labeling were required, virtually all foods (except certified organic 
food) would be labeled as GE

• “Non-GMO Project”:  
– Considers agricultural inputs such as GE feed cows eat or synthetic hormones 

like rBST to be part of a GE food 

– Labels with this claim have been approved by USDA’s FSIS

17



Scope of Vermont Law

• Applies to food that is 
– produced with genetic engineering;

– and “offered for retail sale” in VT

– can be held liable if products “diverted” into 
Vermont are not labeled

– retail sale has broad meaning; includes certain 
packaged foods sold from foodservice 
establishments
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Required Language

• Must label covered food products:
– “produced with genetic engineering”

• Or, if the food qualifies:
– “partially produced with genetic engineering” (< 75% 

GE material, excluding added water and salt from total; 
must be calculated before baking the food)

– “may be produced with genetic engineering” (if 
manufacturer doesn’t know after reasonable inquiry)

– foods with variable ingredient bases, such as oils 
declared using and/or statement
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Exemptions

1. Certified organic foods

2. Foods verified as not produced with GE by a VT-
approved organization

3. Sworn statement from supplier certifying the food:
– was made or grown from food/seed that has not ben knowingly 

or intentionally produced with GE; and

– Was segregated from and has not been knowingly or intentionally 
commingled with food/seed that may have been produced with 
GE
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Exemptions

4. Processing aids and enzymes produced with GE

5. Foods with ≤ 0.9% GE materials by weight
– Definition of GE materials

– Guidance: calculate exclusive of added water and salt

6. Animal products, such as processed dairy products
– unless they have added GE ingredients, such as GE sugar
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Exemptions

6. Foods with USDA-approved labels (i.e., meat and 
poultry products)

7. Foods for immediate consumption 
– unpackaged foods or foods not labeled for retail sale, such as 

individual packets of condiments

8. Medical foods

9. Alcoholic beverages
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“Natural” Claims

• Prohibition on “natural” claims for covered 
foods
– Statute: “natural” “naturally made” “naturally grown” “all 

natural”

– Regulation:  “any statement about the food that contains 
the word natural or any words of similar import”

– Does not apply to the product name or any information 
required by FDA regulations
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Enforcement

• $1,000 per day penalty per uniquely marked 
product

• “Bounty hunter” provision
– Existing VT consumer protection law allows residents to 

enforce violations of consumer protection rules and seek 
damages

– VT GE labeling law does not change this
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Industry Challenge of Vermont Law

• GMA and other trade 
associations have filed suit 
against Vermont
– Suit challenges the law on the 

grounds that it is compelled 
speech without a substantial 
government interest

– Court rejects industry request 
for a PI

– Oral arguments at circuit court 
in October 2015

– Final ruling not yet issued
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GE Labeling:  Help on the Way?

• House passes a bill introduced by Representatives 
Pompeo (R. Kansas) and Butterfield (D  N.C.) that 
would establish national uniformity

• The Safe Food and Accurate Food Labeling Act of 
2015

• Has bipartisan support
– Mandatory premarket notification
– Preemptive labeling framework
– Voluntary non-GE claims under USDA 

certification program
– FDA must define “Natural”

• Possible Senate action faltered
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Lessons:  Tips and Hints

• Start with the FDA labeling regulations
– What is the proper name of an ingredient?  Can I modify the name to advance business 

objective?

– Must I declare the ingredient?

• The central importance  of technology and the value/need for reformulation
– Successful collaboration between Marketing, Technical/R&D and Legal is vital 

– Companies with strong R&D and supporting resources will gain competitive advantage

• Don’t try to fix a “clean label” challenge through “labeling” when the 
impediment arises from an ingredient(s) in the formulation

• Leverage Suppliers expertise, but undertake independent evaluation; don’t 
outsource legal compliance
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Lessons:  Tips and Hints 

• Articulate clear, core benefits of product attributes versus making 
generalizations that could be misunderstood (e.g., “For healthier eating”)

• Focus on category and reasonable consumer expectations within the 
category; context matters

• Always evaluate formulation changes in the context of food safety

• Assemble a multi-disciplinary team

• Consider focused ingredient claims versus general product claims; easier 
to communicate and substantiate
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