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Already issued

 FDA guidance on potassium salt vs potassium chloride –

common or usual names matter

 Update to FDA/EPA fish consumption advice – weighing 

potential risks posed by chemical contaminants against 

nutritional benefits

 FTC proposed revisions to Guides Concerning the Use of 

Endorsements and Testimonials in Advertising – fake 

reviews, use of virtual influencers, and child-directed 

advertising
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Pretty far along

 Proposed rule regarding “healthy” nutrient content 

claims

 Draft guidance on labeling of plant-based milk 

alternatives and voluntary nutrient statements

 Dietary guidance statements in food labeling

 USDA final rule on strengthening organic enforcement –

proposed rule included numerous measures to 

strengthen oversight of the organic food market
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Under development

 FDA/USDA proposed rule would enunciate principles for 
when to establish, amend or revoke standards of 
identity

 USDA rulemaking on labeling of cell-derived meat and 
poultry products

 FTC seeking comment on the effect of digital 
advertising and marketing messages on children

 Keep an eye on FDA’s evaluation of its human foods 
program

 Keep an eye on enforcement and self-regulatory 
activity
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Thank you!
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What’s in Play 

• Mandatory Product Listing 

• FDA New Prohibited Act Authority 

• Increased Inspections: High-Risk Supplements

• Hemp-Derived CBD

• FDA Structure 

• State Weight-Loss and Muscle-Building Bills



Mandatory Product Listing
• Would create a requirement to list dietary supplements 

with FDA 
– Failure to list would cause the dietary supplement to be 

misbranded under FDCA Sec. 403 
– Various versions of legislation included different requirements 

around information to be provided to FDA

• Was included in Food and Drug Administration Safety and 
Landmark Advancements (FDASLA) Act 
– Recently removed to produce a “clean” user-fee only bill

• Fate of MPL? 



FDA New Prohibited Act Authority

Included in FDASLA adding a prohibited act 
under FDCA Sec. 301: 

“The introduction or delivery for introduction into interstate commerce of any product 
marketed as a dietary supplement that does not meet the definition of a dietary 
supplement under section 201(ff).”



Increased Inspection for High-Risk 
Supplements

Included in FDASLA : 

“The Secretary of Health and Human Services shall direct resources to inspections of 
facilities, suppliers, and dietary supplement types that present a high risk to public 
health (as identified by the Secretary).”



Hemp-Derived CBD
• Hemp and Hemp-Derived CBD Consumer Protection and Market 

Stabilization Act of 2021 (H.R. 841)
• Hemp Access and Consumer Safety Act: Food and Dietary Supplements 

(S.1698)
• CBD Product Safety Standardization Act of 2021 (H.B 6134) 
• Hemp Advancement Act of 2022
• Federal Cannabis Legislation 
• State Legislative Trends: 

– Synthetic cannabinoids and Delta-8 THC
– Limits on Delta-9 THC

• What are intoxicating levels?



FDA Structure 

• Food Safety Administration Act of 2022 (S. 
4520, H.R. 8358)

– Would establish the Food Safety Administration 
under HHS

– Incorporate existing food programs into a separate 
agency  



State Weight-Loss and Muscle-Building 
Supplement Ban to Minors

• California: AB-1341
– Bans the sale of weight-loss supplements to 

minors

– Gives Authority to CDPH to post warnings

• NYC: Senate Bill S16D/Assembly Bill A431C
– Bans the sale of weight-loss supplements and 

muscle-building supplements to minors 

https://leginfo.legislature.ca.gov/faces/billTextClient.xhtml?bill_id=202120220AB1341
https://www.nysenate.gov/legislation/bills/2021/S16
https://www.nysenate.gov/legislation/bills/2021/a431/amendment/c


Discussion: 
Future Reforms?

• Increased inspections 

• Increased FDA oversight budget 

• Other reforms? 



Recent Trends in Food & Dietary 
Supplement Litigation

Claudia Vetesi 



Roadmap
• Vanilla Wars

• Country of Origin Claims 

• Melatonin Claims 

• Preemption 

• Trends in Plant-Based Protein Litigation



Vanilla Wars
• Since 2020, hundreds of class action lawsuits alleging deceptive labeling of “Vanilla” 

products have been filed. 

• Plaintiffs allege that vanilla-flavored products labeled “Vanilla” are false, 
deceptive and unlawful (pursuant to highly-technical FDA regulations), where the 
products’ vanilla flavor does not come exclusively or independently from the 
vanilla bean

• Most lawsuits have been filed in federal court in California, New York, Illinois and 
Massachusetts. 



Vanilla Wars: A Few Battles Remain
• In nearly all cases, courts have dismissed Plaintiffs’ claims, finding that “Vanilla” 

signifies a flavor, and not an ingredient source.  

• But Plaintiffs in less than a handful of lawsuits have proceeded past the Motion to 
Dismiss stage and are testing their claims on class certification.  

• Is it the end of an era for vanilla cases? It’s too soon to tell. 



Country of Origin Claims
• Country of Origin claims, in which Plaintiffs allege that they were misled by the 

words or imagery on a product’s label into believing that the product originated 
from some country, remain a constant in food litigation. 

• The best defense remains plausibility – reasonable consumers cannot read one 
part of a label to the exclusion of other parts and allege that they were deceived 
(ie Maille mustard).  But manufacturers should still be cautious in making 
express or implied origin claims. 



Country of Origin Claims: New Rules
• As of August 2021, the FTC is working under a new rule for “Made in America” claims

• For the first time, the FTC can seek civil penalties for unqualified Made in the U.S.A. 
claims of up to $43,280 per violation. 

• Companies cannot make unqualified “Made in America” claims unless: 

• The product’s final assembly or processing occurred in the U.S.;

• All significant processing going into the product occurred in the U.S.; and 

• All or virtually all ingredients or components of the product are made and 
sources in the U.S. (no exceptions for foreign ingredients unavailable in the U.S.)

• USDA is also reviewing its rules regarding the “Product of USA” label. 

• In October 2021, California also enacted AB 535, which requires olive oil products 
whose labels advertise California as the source of origin to disclose “the minimum 
percentage of olive oil in the container derived from olives grown in California”



Melatonin 
• Melatonin products are regulated by FDA as “dietary 

supplements” under 21 U.S.C. § 341 et seq.

• FDA regulates amount of dietary supplements and 
potential overages

• The amount of an ingredient added to a dietary supplement must “be at least 
equal to the value for that [ingredient] declared on the label.”  21 C.F.R. 
§101.9(g)(4)(i) 

• Permissible “overage:” FDA states that “[r]easonable excesses over labeled 
amounts are acceptable within current good manufacturing practice.”  21 
C.F.R. 101.36(f)(1).

• Few recent false advertising cases challenge the 
amounts of melatonin where there are overages

• Motions to dismiss being briefed regarding preemption and whether private 
plaintiffs can bring suit.

• Consumer deception claims require showing of reliance, materiality, and 
economic injury.  



Preemption
• Thornton v. Tyson Foods, Inc: Tenth Circuit held that the Federal 

Meat Inspection Act (FMIA) gets the final word on what “Product 
of the U.S.A.” means for labels of beef products.  The court 
found:
• Express preemption provision of FMIA preempted plaintiffs’ deceptive 

labeling claims under state law.
• FSIS “undisputed[ly]” approved defendants’ labels “in line with the currently 

applicable and permissive regulatory framework and meaning of ‘Product of 
the U.S.A’” which acted as a determination the labels were not “false or 
misleading.”

• Concurrent jurisdiction did not change its analysis

• Cohen v. Conagra Brands, Inc.: Ninth Circuit holds that when a 
defendant presents evidence that a federal agency has 
reviewed/approved product label, state law claims are 
preempted; preemption only applies to materially identical 
statements
• Website claims must be materially identical to approved label to also be 

preempted
• “The mere existence of the label is insufficient to establish that it was 

reviewed and approved by FSIS.”



Trends in Plant-Based Protein Litigation 
• One new trend in consumer class actions/false advertising has 

been a wave of new litigation aimed at plant-based protein 

food companies, ranging from milk to meat products

• Alternative meat: 

• Beyond Meat was recently hit with two lawsuits alleging it 

“grossly overstates” the protein in its products, and that its 

representations as “all-natural” are not accurate because 

of the way it makes its protein

• Dairy-alternative: 

• Silk was recently sued on similar grounds, for misleadingly 

inflating the protein content of one of its almond-based 

coffee creamers



QUESTIONS?



Litigation Update
• New York Statutory Damages

– Montera v. Premier Nutrition Corp., Case No. 16-cv-06980-RS (N.D. Cal. Aug. 15, 2022)
• Each sale = violation of NY Gen. Bus. Law Sections 349 and/or 350  
• $500 is excessive so $50 

• Protein Labeling Litigation
– Chong v. KIND LLC, Case No. 21-cv-04528-RS (N.D. Cal. Feb. 15, 2022)

• Express and implied preemption

• Reasonable Consumer – California State Court Edition
– Salazar v. Target Corporation, Appeal No. E0760001 (Cal. 4th App. Dist. Sept. 19, 2022); Salazer

v. Walmart, Inc., Appeal No. E0E076006 (Cal. 4th App. Dist. Sept. 19, 2022)
• “White Baking Chips” = “white chocolate” + image + product placement (+”WHT CHOCO” tag)
• Reversed sustaining of demurrers


