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Agenda 

• FDA’s regulation of food contact materials 

• FDA's regulation of printing inks used in 
food contact materials 
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FDA’s Regulation of Food 
Contact Materials 
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How Are Food-Contact Materials Regulated in the 
United States? 

• Food-contact materials are 
regulated in the U.S. as “food 
additives” 

• Food additives are presumed 
to be unsafe unless a suitable 
FDA status has been 
established 
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1958 Food Additives Amendment 

• This law led to the requirement that all “food additives” had 
to be pre-cleared by FDA before one could legally market 
the substance in the U.S. 

• The law was passed because there was concern that things 
were being added to food, or becoming components of food, 
that were not safe and causing cancer  
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Food Additives 
What is a “Food Additive”? 

 Any substance that is reasonably expected to become a 
component of food under the intended conditions of use, 
unless the substance is subject to an exemption. 

Some exemptions include: 

•  The substance is prior-sanctioned 
•  The substance is generally recognized as safe (GRAS)  
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One Type of Additive: “Direct Additives” 

• Substances added directly to food AND 
have a technical effect in or on the food 
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Another Type of Additive: “Indirect Additives” 

•  Substances that may become a 
component of (or migrate to) food BUT are 
not intended to have a technical effect in or 
on the food 



│  www.khlaw.com │ KELLER AND HECKMAN LLP Copyright © 2012 9 

Regulation of Food Additives 

Food Additive? 

Yes No 

Must be pre-cleared by FDA, 
unless an exemption exists 

No preclearance required 
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If the substance is a food additive: 
It must be subject to a clearance: 

•  Food Additive Regulation 

•  Threshold of Regulation 

•  Food Contact Notification (FCN) 
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FDA’s Food Additive Regulations 
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Threshold of Regulation 
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Food Additive Exemptions 
The U.S. Food, Drug, and Cosmetic Act sets 
forth the legal requirement that “food additives” 
must be pre-cleared by FDA 

However, in the Act, there are two exemptions: 

• If the substance is Prior Sanctioned 
    OR 

• If the substance is generally recognized as safe (GRAS) 

 Then the substance is not a “food additive” 
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Prior Sanctioned 
• Prior to 1958, companies would ask FDA, 
informally, for its authorization of a food-contact 
substance 

• If the substance was deemed acceptable (safe) by 
FDA, the Agency issued a letter to the company 
and the company would keep the letter in its files  

• Under U.S. law, a substance subject to an FDA 
letter prior to 1958 is considered “prior 
sanctioned” and thus not a “food additive” 
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The Problem with Prior Sanction 
• Most of the letters issued by FDA are so old that they no 
longer exist.  Most were thrown out by FDA!! 

• What can you do? 

• Look at the “Lehman List” and Part 181 in the Code of 
Federal Regulations 

 Caveat:  If you have a letter from FDA, or you can rely on 
a listing in Part 181, you must use the substance within the 
limitations set forth in the letter or listing 
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Lehman List 
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Generally Recognized as Safe (GRAS) 

• There are a variety of ways of reaching a GRAS 
conclusion: 

• Commonly used in food prior to 1958 

• Scientific procedures 

• Listed in GRAS regulations (Parts 182, 184, and 186) 
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Generally Recognized as Safe (GRAS) 

• Commonly used in food prior to 1958 

• Palmitic acid 

• Casein  
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Generally Recognized as Safe (GRAS) 
•  If not commonly used in food prior to 1958, then 

you can rely on scientific procedures: 
•  Must show consensus of experts (general 

recognition) deem substance to be safe, based 
on published safety data 
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Generally Recognized as Safe (GRAS) 

• Some GRAS 
substances 
listed in 
regulations 
(Parts 182, 
184, 186) 
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Other Exemptions: No Migration 
What if the substance is NOT: 

• GRAS 
• Prior Sanctioned 

• Remember:  If the substance is not reasonably expected to 
become a component, it is not a “food additive” under the law and 
FDA premarket clearance is not required. 

• So, if a substance doesn’t migrate to food under the intended 
conditions of use, you can legally market the substance by taking 
what is commonly referred to as: 

  A “No Migration – No Food Additive” Position  
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No Migration – No Food Additive 
 There is U.S. case law to support a “No Migration – 
No Food Additive” position: 

 Monsanto v. Kennedy:  FDA must find a substance 
migrates into food in more than insignificant 
amounts to consider it a food additive 

Food Contact 
Substance Food Food 

Additive 
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Functional Barrier 
•  Substances separated 

from food by a barrier that 
prevents their migration to 
food are not properly 
considered to be “food 
additives” 
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 Section 174.5(a)(2) of FDA’s regulations: 

• “Any substance used as a component of articles 
that contact food shall be of a purity suitable for its 
intended use.” 

• So, even if your substance is otherwise cleared by 
FDA (e.g., subject to a food additive regulations or 
FCN), it must still be suitably pure for the intended 
use 

Remember Suitable Purity! 



│  www.khlaw.com │ KELLER AND HECKMAN LLP Copyright © 2012 29 

• Packaging must not cause food to be:  
•  Unsafe 
•  Unfit for consumption (i.e., affect the organoleptic 

properties of the food) 
– Taste 
– Smell 
– Appearance 

Section 174.5 – Suitable Purity 
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FDA’s Regulation of Printing 
Inks used in  

Food Contact Materials 
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Printing Inks 

•  Inks used to print food on packaging materials are 
considered “colorants” by FDA, i.e., potential “food 
additives” 

•  Colorants used in food packaging are not considered 
“color additives” (see 21 CFR 70.3(f)) unless they impart 
color to food that is visible to the naked eye 
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Printing Inks 

•  Inks, overlaquers, primers, solvents or any other 
substance in a printing ink system for food packaging 
are evaluated as any other packaging component 

•  Is there a reasonable expectation that the ink or its 
components could migrate to food?  
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Printing Inks 

•  If ink component “may reasonably be expected to 
migrate to food,” then options are our standard ones: 

• Regulatory clearance under parts 170 – 179; 

• GRAS position based on listings, toxicity data or low 
exposure; 

• Prior sanctioned; 

• TOR exemption letter; or 

• Applicable Food Contact Notification 
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Printing Inks 

• Unlike coatings and adhesives, there is no FDA regulation that 
specifically clears inks used in food packaging  

• However, many ink components are found in  

• 21 CFR 178.3297 (“Colorants for polymers”) or,  

• 21 CFR 176.170 (“Components of paper and paperboard in 
contact with aqueous and fatty foods”) if used in paper 
applications 

• Stand-alone regulations such as 21 C.F.R. 177.1520 (“Olefin 
polymers”) (for polyolefin carrier) 
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Printing Inks 

•  Many inks are on the market based on existence 
of a functional barrier between the ink and food 

•  As always, potential for migration depends on: 
•  MW and concentration of ink component,  
•  Type/thickness of material separating food from ink, 
•  Type of food, and  
•  Duration and temperature of exposure 
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Printing Inks – Offset Issues 

• Be aware of offset of inks from rolled or stacked 
packaging material: 

•  Ink from the printed exterior of a package transfers to  
food contact side during the storage and handling of the 
packaging material 

• GMP issue 

• Monitoring and assessment needed to avoid 
contamination 
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Resources for you… 

• FCN Inventory:  http://www.accessdata.fda.gov/scripts/fcn/fcnNavigation.cfm?

rpt=fcsListing&displayAll=true  

• GRAS Notice Inventory: http://www.accessdata.fda.gov/scripts/fcn/

fcnNavigation.cfm?rpt=grasListing  

• TOR Inventory:  http://www.fda.gov/Food/FoodIngredientsPackaging/
FoodContactSubstancesFCS/ucm093685.htm 
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• FCN Administrative Guidance:  http://www.fda.gov/Food/
GuidanceComplianceRegulatoryInformation/GuidanceDocuments/FoodIngredientsandPackaging/
ucm081807.htm 

• FCN Chemistry Guidance: http://www.fda.gov/Food/
GuidanceComplianceRegulatoryInformation/GuidanceDocuments/FoodIngredientsandPackaging/

ucm081818.htm  

• FCN Toxicology Guidance: http://www.fda.gov/Food/
GuidanceComplianceRegulatoryInformation/GuidanceDocuments/FoodIngredientsandPackaging/
ucm081825.htm 

Resources for you… 
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