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Labeling Regulations & 
Emerging High Protein-Based 
Foods

EMERGING HIGH PROTEIN-BASED FOODS could trigger 

implications under existing U.S. Federal Standards of Identity 

(SOI), explained Jessica O’Connell, Partner with the international 

law firm, Covington & Burling LLP, in her presentation titled 

“From Cellular Agriculture to Plant-based Milks: Hot Issues in 

the Protein Arena.” Some already are. O’Connell suggested to-

day’s food and beverage consumers’ needs and expectations have 

evolved well beyond the original intents and purposes of SOI.

The original reason the U.S. government established SOIs was 

in order to protect against adulteration, food fraud and the use of 

inferior ingredients. Conversely, SOIs also help protect product 

categories against lower cost, lower quality competition…as in 

butter vs. margarine, for example. 

“Today’s deviations from standards are not so much about adul-

teration and the use of inferior quality ingredients, but more about 

technological advances made to ‘improve’ foods,” said O’Connell. 

This begs the question: What constitutes “improvement?”

Since 1939, the U.S. Food & Drug Administration 

(FDA) has established more than 280 standards, largely 

for staple foods and beverages, said O’Connell. The U.S. 

Department of Agriculture (USDA) also has authority 

to establish standards in consultation with the FDA. Two 

product segments of particular relevance to the SOI de-

bate are dairy; in particular, plant protein-based products 

labeled as “milk” and the emerging sector of meat alterna-

tives, including cell-cultured meat proteins. 

O’Connell pointed out that violations of existing SOI 

are hardly unique. For example, she said, “The U.S. Code 

of Federal Regulations (CFR) defines ‘milk’ as a ‘lacteal 

secretion, practically free from colostrum, obtained from 

one or more healthy cows.’” 

Sheep and goats need not apply, which may come as 

news to some cheese manufacturers. Similarly, she contin-

ued, the CFR defines “flour” as acquired by “grinding and 

bolting cleaned wheat, other than durum and red durum 

wheat.” So, oat, potato, barley, rye and other bread flours 

need not apply either. 

Bread is also implicated, as “the SOI for bread requires that it be 

made using ‘flour, bromated flour, phosphate flour or a combina-

tion of two or more of these;’ ergo, only wheat flour.” Small wonder, 

then, that more emerging foods are all but guaranteed to raise con-

cerns about outdated SOIs and the need for potential reform.

The FDA and USDA are both under pressure from a number of 

sectors to address these questions quickly. In a fairly recent case, 

the FDA cited the alternative vegan mayonnaise product, Just 

Mayo, for not containing eggs, as per the SOI for mayonnaise. The 

FDA allowed a compromise by accepting the addition of qualify-

ing language to the product label. 

The National Milk Producers Federation recently petitioned the 

FDA to enforce existing “imitation” labeling requirements against 

non-dairy soy and nut milks. The U.S. Cattlemen’s Association 

also petitioned the USDA’s Food Safety and Inspection Service 

(FSIS) to enforce a USDA-derived standard that defines “beef” as 

product “born from cattle, raised and harvested in the traditional 

manner.” This would pre-emptively target the potential threat 

posed to cattle producers by beef alternatives, such as plant-based 

or cell-cultured beef proteins. 

A further complication is that individual U.S. states are taking 

the initiative to regulate these products on their own, which could 

 An excerpt from the U.S. Code of Federal Regulations 
(CFR) illustrates the extensive reach of dairy product  
Standards of Identity (SOI), which may prohibit the use of dairy-
like label descriptors for high-protein imitation and other dairy  
substitutes, such as soy or nut milks.

Are Federal Standards of Identity Outdated?
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Title 21, Food & Drugs, Chapter 1, Dept. of Health & 
Human Services, Subchapter B, Part 131

Food for Human Consumption—Milk & Cream

Subpart A: General Provisions
131.3 Definitions
131.25 Whipped cream products containing flavoring or sweetening

Subpart B: Requirements for Specific Standardized Milk and Cream
131.110 Milk

131.111 Acidified milk
131.112 Cultured milk
131.115 Concentrated milk
131.120 Sweetened condensed milk
131.125 Nonfat dry milk
131.127 Nonfat dry milk fortified w/vitamins A & D
131.130 Evaporated milk
131.147 Dry whole milk
131.149 Dry cream
131.155 Light cream
131.157 Light whipping cream
131.160 Sour cream
131.162 Acidified sour cream
131.170 Eggnog
131.180 Half-and-half
131.200 Yogurt
131.203 Low-fat yogurt
131.206 Nonfat yogurt

Barbara
Rectangle
Can we fix this widow?

Barbara
Oval
change to: dairy (in particular...

Barbara
Pencil

Barbara
Pencil

Barbara
Pencil
insert: also
should read: flours also need not apply. 

Barbara
Pencil

Barbara
Pencil


