
US/FDA FOOD LABELLING AND

COMPLIANCE

-

‘TO DO LIST’ FOR EXPORTERS
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MAIN 
DRIVER?

RISKS???
We do not always act 

rationally when it comes 

to economic decisions...
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• Reasonable cutoms duties

• Mature and stable market

• Legislation available in 

English

• Autorithies «very responsive»

• Unlimited opportunities in 

terms of  sales and placement 

of  your product on the market 

(e.g. supermarkets or deli 

shops? Online? B2B and 

restaurant channel?)

PRO & CONs

• Regulatory 

complexity

• Pack dedicated to 

US

• Liability 

Risks/Class 

actions

• Recalls insurance?
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«TO DO LIST»

• Individuate the competent authority (FDA, USDA or TTB?)

• Registration

• Compliance on several aspects:

- Language

- Label/claims

- Limits for pathogenic micro-organisms?

- Contaminants limits?

- Pesticide limits? (see EPA)

- Food contact materials

- Standards of  identity and regulated ingredients (e.g. additives, colors, 

flavourings....)

• Is your company structurally fit to address the US market? (LACF/AF thermal 

processing must be authorised...SID n.)
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https://www.fda.gov/
https://www.usda.gov/
https://www.ttb.gov/
https://www.epa.gov/pesticide-tolerances


FSMA – FOOD SAFETY
MODERNIZATION ACT (2011)

• First structured revision of  the US Food Safety System since ‘30s

• Preventive controls for human food rule (PCQI, food safety plan needed), 

includes very specific elements to comply with:

- HARCP (hazard analysis and risk based preventive control) plan

- Food fraud prevention (with potential impact on public health)

- Allergens management

- Recalls procedures

• Food defense

• Foreign supplier verification program (FSVP)

• Accreditation third party rule
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https://www.fda.gov/Food/GuidanceRegulation/FSMA/default.htm
https://www.fda.gov/Food/GuidanceRegulation/FSMA/default.htm
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm334115.htm
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm378628.htm
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm361902.htm


«Houston, do we have a 
problem(?)»
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USA FEDERAL LAW – SOURCES

✓UNITED STATES CODE O USC (on U.S. House of representative – office of

the law revision counsel: http://uscode.House.Gov/ ), federal law of primary level

(es. The federal food, drug, and cosmetic act (FFD&C), 1938)

✓CODE OF FEDERAL REGULATIONS O CFR (ON GPO – U.S.

Government publishing office: https://www.Gpo.Gov/ &

http://www.Ecfr.Gov/cgi-bin/ECFR?Page=browse), “rules” and “regulations”

codifications. Contain all the rules and delegated acts emanated by agencies (FDA).
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http://uscode.house.gov/
https://www.gpo.gov/
http://www.ecfr.gov/cgi-bin/ECFR?page=browse


USA – WHERE YOU CAN 
FIND THE LAW?
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USA FEDERAL LAW – SOURCES

✓UNITED STATES CODE O USC
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USA - RULEMAKING

Proposed 
rule

Public 
Consultation 
(30-180 
days)

Final Rule
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USA – FDA REGULATIONS ON 
FOOD LABELLING
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USA - DEFINITIONS

 Label: A display of  written, printed, or graphic matter upon the immediate container of  

any article (FD&C act 201(k))

 Labeling: all labels and other written, printed or graphic matter upon any article or any of  

its containers or wrappers or accompanying such article (FD&C act 201(m))

 Advertising: materials that do not accompany the article are advertising not labeling
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USA – DEFINITIONS

Misbranding:

Misbranded food is a prohibited act (FD&C act 301):

• labeling that is false or misleading in any particular (FD&C act 

403(a))

• express statements and failure to reveal material information 

   

Who is the “average consumer”???
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USA – MISBRANDED FOOD (21 USC § 343)

• (A) false or misleading label

• (B) offer for sale under another name

• (C) imitation of  another food

• (D) misleading container

• (E) package form

• (F) prominence of  information on label

• (G) representation as to definition and standard of  identity

[…]

©Food Law Latest 14



USA – ADULTERATED FOOD

• (A) poisonous, insanitary, etc., ingredients

• (B) absence, substitution, or addition of  constituents

 (1) if  any valuable constituent has been in whole or in part omitted or abstracted 

therefrom; or (2) if  any substance has been substituted wholly or in part therefor; or 

(3) if  damage or inferiority has been concealed in any manner; or (4) if  any substance 

has been added thereto or mixed or packed therewith so as to increase its bulk or weight, or 

reduce its quality or strength, or make it appear better or of  greater value than it is.

• (C) color additives (unsafe)

[…]
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USA – KEY CONCEPTS – PDP (21 CFR § 101.1)

✓The PDP (“PRINCIPAL DISPLAY PANEL”) is that portion of  the package 

label that is most likely to be seen by the consumer at the time of  purchase. 

Many containers are designed with two or more different surfaces that are suitable 

for display as the PDP. In that case they are alternate.

✓INFORMATION PANEL: immediately to the right of  PDP
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https://www.ecfr.gov/cgi-bin/text-idx?SID=c8fe41c72294d1ea96377e60188cc1d6&mc=true&node=se21.2.101_11&rgn=div8


USA – KEY CONCEPTS – LANGUAGE (21 CFR §
101.15(c))

• (c)(1) all words, statements, and other information required by or under authority of  

the act to appear on the label or labeling shall appear thereon in the english 

language

• (2) if  the label contains any representation in a foreign language, all words, 

statements, and other information required by or under authority of  the act to 

appear on the label shall appear thereon in the foreign language

       …all or nothing!!!
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https://www.ecfr.gov/cgi-bin/text-idx?SID=c8fe41c72294d1ea96377e60188cc1d6&mc=true&node=pt21.2.101&rgn=div5#se21.2.101_115
https://www.ecfr.gov/cgi-bin/text-idx?SID=c8fe41c72294d1ea96377e60188cc1d6&mc=true&node=pt21.2.101&rgn=div5#se21.2.101_115


USA – KEY CONCEPTS - PDP

✓Statement of identity: 

in lines generally parallel to the base of the 

package 

✓Net weight:

is placed as a distinct item in the bottom 

30% of the PDP, in lines generally parallel 

with the base of the container. 
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USA – KEY CONCEPTS – STATEMENT OF 
IDENTITY (21 CFR § 101.3)

✓ Statement of identity: use prominent print or type for the statement of 

identity. It shall be in bold type. The type size must be reasonably related to 

the most prominent printed matter on the front panel and should be one of 

the most important features on the PDP. Generally, this is considered to be 

at least 1/2 the size of the largest print on the label.

  Legal name (=Standard of identity), common name or   

 descriptive.

  Status of the food (sliced, frozen, etc…) should be    

 indicated.

©Food Law Latest 19

https://www.ecfr.gov/cgi-bin/text-idx?SID=c8fe41c72294d1ea96377e60188cc1d6&mc=true&node=se21.2.101_13&rgn=div8


USA – KEY CONCEPTS – STATEMENT OF 
IDENTITY (21 CFR § 101.3)

✓ Standards of identity:

©Food Law Latest
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https://www.ecfr.gov/cgi-bin/text-idx?SID=c8fe41c72294d1ea96377e60188cc1d6&mc=true&node=se21.2.101_13&rgn=div8


USA – KEY CONCEPTS – STATEMENT OF 
IDENTITY (21 CFR § 101.3)

✓ Standards of identity:
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https://www.ecfr.gov/cgi-bin/text-idx?SID=c8fe41c72294d1ea96377e60188cc1d6&mc=true&node=se21.2.101_13&rgn=div8


USA – KEY CONCEPTS – NET WEIGHT (21 CFR 
§ 101.7)

✓U.S. Customary System (ounces, pounds, fluid ounces) terms. In 

addition, on voluntary basis, also metric system

✓ Conspicuos, prominent, not confounded with the background. 

Font size depends from PDP surface, reference is the height of the 

lower case letter "o“. 
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https://www.ecfr.gov/cgi-bin/text-idx?SID=c8fe41c72294d1ea96377e60188cc1d6&mc=true&node=se21.2.101_17&rgn=div8


USA – Key 

Concepts - PDP
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USA – KEY CONCEPTS – COUNTRY OF 
ORIGIN

The country of origin statement (i.e. Product of Italy, Made in 

Italy) must be conspicuous.

If a domestic firm's name and address is declared as the firm 

responsible for distributing the product, then the country of 

origin statement must appear in close proximity to the name and 

address and be at least comparable in size of lettering.

(FDA/CBP (Customs and Border Protection) Guidance and Customs 

regulation 19 CFR 134) 
©Food Law Latest 24



USA – KEY CONCEPTS – FBO 
NAME/ADDRESS (21 CFR § 101.5)

✓ Name and address of the manufacturer, packer or distributor. Unless the 

name given is the actual manufacturer, it must be accompanied by a qualifying phrase 

which states the firm's relation to the product (e.g., “manufactured for” or 

“distributed by”)…..if there are not…the IMPORTER.

✓Street address if the firm name and address are not listed in a current city 

directory or telephone book; 

✓City or town; 
✓ State (or country, if outside the United States); and 

✓ZIP code (or mailing code used in countries other than the United States). 
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https://www.ecfr.gov/cgi-bin/text-idx?SID=c8fe41c72294d1ea96377e60188cc1d6&mc=true&node=se21.2.101_15&rgn=div8


USA – KEY CONCEPTS – FBO 
NAME/ADDRESS (21 CFR § 101.5)
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https://www.ecfr.gov/cgi-bin/text-idx?SID=c8fe41c72294d1ea96377e60188cc1d6&mc=true&node=se21.2.101_15&rgn=div8


USA – KEY CONCEPTS – INGREDIENTS LIST
(21 CFR § 101.4) 

✓Ingredients: …

✓Descending order by weight (below 2% order is free, but you need to 

add a proper statement)

✓Flavorings (21 CFR § 101.22)

✓Additives 

✓Compound ingredients shall declare sub-ingredients

✓Intervening material prohibited

✓placed on the same label panel as the name and address of the 

manufacturer, packer or distributor

✓letters that are at least one-sixteenth (1/16) inch in height based on the 

lower case letter “o” (1,6 mm). The letters must not be more than three 

times as high as they are wide, and the lettering must contrast sufficiently 

with the background so as to be easy to read. ©Food Law Latest
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https://www.ecfr.gov/cgi-bin/text-idx?SID=76ab71746452472147392477bc66a61e&mc=true&node=se21.2.101_14&rgn=div8
https://www.ecfr.gov/cgi-bin/text-idx?SID=76ab71746452472147392477bc66a61e&mc=true&node=se21.2.101_122&rgn=div8


USA – KEY CONCEPTS – INGREDIENTS LIST
(21 CFR § 101.4) 

✓Some exceptions to general rules:
(3) Skim milk, concentrated skim milk, reconstituted skim milk, and nonfat dry milk may be 

declared as “skim milk” or “nonfat milk”.

(4) Milk, concentrated milk, reconstituted milk, and dry whole milk may be declared as 

“milk”.

(7) Whey, concentrated whey, reconstituted whey, and dried whey may be declared as 

“whey”.

(8) Cream, reconstituted cream, dried cream, and plastic cream (sometimes known as 

concentrated milk fat) may be declared as “cream”.

(10) Dried whole eggs, frozen whole eggs, and liquid whole eggs may be declared as “eggs”.

(11) Dried egg whites, frozen egg whites, and liquid egg whites may be declared as “egg 

whites”.

(12) Dried egg yolks, frozen egg yolks, and liquid egg yolks may be declared as “egg yolks”.

©Food Law Latest
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https://www.ecfr.gov/cgi-bin/text-idx?SID=76ab71746452472147392477bc66a61e&mc=true&node=se21.2.101_14&rgn=div8


USA – KEY CONCEPTS – INCIDENTAL 
ADDITIVES

- “Incidental Additives” exception – no technical or functional 

effect and present at insignificant levels:

• carry over ingredients;

• added during processing but removed, converted, or no effect and 

present at insignificant levels; and

• substances migrating to food (if food additive regulation)

Exemption does not apply to major food allergens or to 

sulfites/sulfiting agents present at 10 ppm or greater (direct 

or indirect)!!!
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USA – KEY CONCEPTS – FLAVORS
(21 CFR § 101.22) 

- The term artificial flavor or artificial flavoring means any 

substance, the function of  which is to impart flavor, which is 

not derived from a spice, fruit or fruit juice, vegetable or 

vegetable juice, edible yeast, herb, bark, bud, root, leaf  or 

similar plant material, meat, fish, poultry, eggs, dairy products, 

or fermentation products thereof.

- Artificial flavor includes the substances listed in 21 CFR §

172.515(b) and 182.60, except where these are derived from 

natural sources.
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https://www.ecfr.gov/cgi-bin/text-idx?SID=76ab71746452472147392477bc66a61e&mc=true&node=se21.2.101_122&rgn=div8


USA – KEY CONCEPTS – FLAVORS
(21 CFR § 101.22) 

- The term natural flavor or natural flavoring means the essential oil, 

oleoresin, essence or extractive, protein hydrolysate, distillate, or any 

product of roasting, heating or enzymolysis, which contains the 

flavoring constituents derived from a spice, fruit or fruit juice, 

vegetable or vegetable juice, edible yeast, herb, bark, bud, root, leaf or 

similar plant material, meat, seafood, poultry, eggs, dairy products, or 

fermentation products thereof, whose significant function in food is 

flavoring rather than nutritional.

- Natural flavors include the natural essence or extractives obtained 

from plants listed in 182.10, 182.20, 182.40, and 182.50 and part 184, 

and the substances listed in 172.510.

©Food Law Latest
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https://www.ecfr.gov/cgi-bin/text-idx?SID=76ab71746452472147392477bc66a61e&mc=true&node=se21.2.101_122&rgn=div8


USA – KEY CONCEPTS – COLORS (21 CFR §
70.3)

A color additive is any material, not exempted under section 201(t) of  the 

act, that is a dye, pigment, or other substance made by a process of  

synthesis or similar artifice, or extracted, isolated, or otherwise derived, 

with or without intermediate or final change of  identity, from a vegetable, 

animal, mineral, or other source and that, when added or applied to a food, 

drug, or cosmetic or to the human body or any part thereof, is capable 

(alone or through reaction with another substance) of  imparting a color 

thereto.

Food ingredients such as cherries, green or red peppers, chocolate, and orange juice which 

contribute their own natural color when mixed with other foods are not regarded as color 

additives; but where a food substance such as beet juice is deliberately used as a color, as 

in pink lemonade, it is a color additive. 
©Food Law Latest
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https://www.ecfr.gov/cgi-bin/text-idx?SID=dc892a7da4930eb4d9846cda1e533ace&mc=true&node=pt21.1.70&rgn=div5
https://www.ecfr.gov/cgi-bin/text-idx?SID=dc892a7da4930eb4d9846cda1e533ace&mc=true&node=pt21.1.70&rgn=div5


USA – KEY CONCEPTS – COLORS

Added Coloring:

– Certified colors (synthetics) declared by name e.g., RED 40, YELLOW 5

– Non-certifiable colors (naturals) may be declared generically (e.g., “[Color Added]” 

or by common or usual name “caramel color added” or generically “artificial 

color”/“artificial coloring”)
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USA – KEY CONCEPTS – INGREDIENTS LIST
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USA – KEY CONCEPTS – 
ALLERGENS

9 major allergens:

• Milk

• Wheat

• Egg

• Fish

• Tree nuts

• Soybeans

• Peanuts

• Crustacean shellfish

• Sesame seeds (from 1st Jan 2023)

©Food Law Latest
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USA – KEY CONCEPTS – ALLERGENS
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USA – KEY CONCEPTS – ALLERGENS
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CLASS ACTIONS

©Food Law Latest

38

?



CLASS ACTIONS
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CLASS ACTIONS

• Non-regulated marketing claims are the most targeted

• Un-declared additive and flavoured products in breach of  21 CFR 101.22

• Environmental claims (see FTC guidance and 16 CFR 260)

• Natural, all-natural, fresh, handmade are always a risk

• Adulterated products for microbiological contamination, mainly infant

formula
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https://www.ftc.gov/news-events/topics/truth-advertising/green-guides


Prop 65 - California

©Food Law Latest
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Prop 65 - California

• Content: https://oehha.ca.gov/proposition-65

• List of  chemicals: https://oehha.ca.gov/proposition-65/proposition-65-list

• Safe Harbor Levels: https://oehha.ca.gov/proposition-65/general-info/current-

proposition-65-no-significant-risk-levels-nsrls-maximum

• 60 days notices: https://oag.ca.gov/prop65/60-day-notice-search (search for 

«food» or specific product)

• Top trend: heavy metals!!! (Lead in particular)

©Food Law Latest
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https://oehha.ca.gov/proposition-65
https://oehha.ca.gov/proposition-65/proposition-65-list
https://oehha.ca.gov/proposition-65/general-info/current-proposition-65-no-significant-risk-levels-nsrls-maximum
https://oehha.ca.gov/proposition-65/general-info/current-proposition-65-no-significant-risk-levels-nsrls-maximum
https://oag.ca.gov/prop65/60-day-notice-search


Prop 65 - California
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MANY THANKS!

Cesare varallo

Food lawyer – Torino

www.foodlawlatest.com

foodlawlatest@gmail.com

©Food Law Latest
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Follow us on:

LinkedIn, LinkedIn Group

Twitter

Facebook

a) in prossimità della denominazione del prodotto; e
https://www.linkedin.com/company/11243802/
https://www.linkedin.com/groups/5178174
https://twitter.com/Foodlawlatest
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