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protein from peanuts have half as much at 0.52 PDCAAs. Therefore, a 

product containing 10g of whey protein has a DV% of 20%, which al-

lows for a “high” or “excellent” source of protein claim, while a product 

with 10g of peanut protein has a DV% of 10%, and thus supports a 

“good” source of protein claim. 

Three types of claims are permitted for foods, beverages and sup-

plements—nutrient content, structure-function and health claims. 

Nutrient content claims are the hardest cases to defend (i.e., you either 

have the amount of nutrient advertised or don’t), noted Prochnow. The 

types of nutrient content claims permitted are well-defined per 21 CFR 

101.54. For instance, descriptions such as “rich in,” “high” or “excellent 

source of” mean there is a least 20% of the RDI or DRV of the nutrient 

per Recommended Amount Customarily Consumed (RACC). And, 

these descriptions are only allowed for ingredients that have an RDI 

or DRV.  Words such as “good source,” “contains” or “provides” mean 

there is 10-19% of the RDI or DRV per RACC. And, “more,” “fortified,” 

“enriched,” “added,” “extra” and “plus” mean there is a least 10% or 

more of the RDI for vitamins/minerals per RACC than in a reference 

product. The product must also comply with fortification policy.

Structure-function claims are those basic, “building block” state-

ments relating to the aroma, taste or nutritive value of an ingredient 

that describe its effect on the structure or function of the body. “The 

number-one statement to think about when you’re making claims is 

that you cannot sell a non-drug product to diagnose, treat, cure or 

prevent a disease,” emphasized Prochnow. A permissible statement 

might be, “25 grams of soy protein help support lean muscle and 

strength.”  Per the FDA, a claim must be tied to a nutritive value. Claims 

not associated with the nutritive value of an ingredient, but rather the 

ingredient itself, are not permissible, he added. 

If a food or beverage is sold with the disclaimer label stating it has 

not been approved by the FDA, and is not intended to diagnose, treat, 

cure or prevent a disease, the FDA will again assume that whoever re-

viewed and approved these labels didn’t know what they were doing, 

as that disclaimer is only permitted on dietary supplements. While the 

FDA may not take specific action on the product, other than sending a 

warning letter, they may decide to take a closer look, Prochnow noted. 

Substantiation of a claim can’t be based on personal experience, 

opinion or customer testimonials, but instead must rely on competent 

and reliable science. What then defines competent and reliable science? 

The Gold Standard is a double-blind, placebo-controlled, clinical trial 

on the product or a combination of ingredients. And, the amount of 

the ingredient or level of nutrient used must be the same as that used 

in the study. “This (policy) is often used to prevent what the FDA often 

calls the ‘fairy dust rule,’ which is when companies ‘sprinkle’ a small 

little bit of the ingredient in the product, so they can tout that it’s there, 

when they know there’s not actually enough in the product to provide 

the benefits they’re talking about,” Prochnow said.

“Whether a claim about an ingredient is on your website or your 

label, it represents a claim for your product as a whole, because what 

the FDA and the FTC say—and of course they’re right—is there’s 

no reason for you to be talking about those benefits, other than to 

imply that your product, with those ingredients, offers those bene-

fits,” Prochnow added.

Most importantly, when it comes to product labeling and protein 

claims, you need to be well-informed. Sometimes, a food or ingre-

dient company’s marketing department refers to our regulatory 

services as the “sales prevention team,” joked Prochnow. We prefer 

to think of our efforts as the “jail prevention team.” Either way, in-

formation and accuracy keep the ball in your court, he concluded.  

“Protein Quality and Labeling: Defending Attacks from Regulators, 

Attorneys and Competitors,” Justin J. Prochnow, Shareholder, 

Greenberg Traurig, LLP, www.GTLaw.com 

We at Global Food Forums want to thank this 

year’s speakers, sponsors, tabletop exhibitors 

and attendees who have contributed their time 

and financial resources to make this event a 

success. Please mark your calendar for the 

2019 Protein Trends & Technologies Seminar 

that will take place on May 21-22, 2019, in the 

Chicago area. Hope to see you there!  www.

globalfoodforums.com/2019-protein-seminar/
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WARNING: This product 
can expose you to chemi-
cals including [name of one 
or more chemicals], which 
is [are] known to the State 
of California to cause 
cancer or birth defects or 
other reproductive harm. 
For more information, visit 
www.P65Warnings.ca.gov.

 Plant protein powders could inherently have some lead or cadmium 
from soil, requiring use of the Prop 65 warning label when sold in 
California. As of August 30, 2018, Prop 65 warnings must include the 
caution triangle and the identification of at least one chemical.




