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Moderator: Seth Goldberg 

 Partner in Steptoe’s Washington office 

 Has practiced environmental law and litigation for 36 

years  

 Practice encompasses a range of subspecialties, 

including regulatory litigation, hazardous waste and toxic 

chemical regulation, environmental remediation, pesticide 

regulation 

 Represents clients on a range of chemical regulatory 

issues before the US EPA, OSHA, FDA, CPSC, and a 

number of state regulatory agencies.  His chemical 

regulatory practice focuses on product approval, 

compliance advice, and enforcement matters under a 

range of statutes and regulatory programs 

 He regularly handles hearings, trials, and appeals before 

trial and appellate courts and administrative agencies 

2 www.steptoe.com 



Presenter: Dr. Mitchell Cheeseman 

 Managing Director in Steptoe’s Washington office 

 Prior to Steptoe, held Leadership positions in  FDA’s 

Foods Program for over 9 years. 

 As a leader in FDA’s Office of Food Additive Safety, 

responsible for the safety review of over 100 food and 

color additive petitions, over 200 GRAS notices and 

over 1000 food contact notifications.    

 Pioneered the application of structure activity analysis 

in FDA’s safety review of food ingredients and food-

contact substances 
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Presenter: Deborah Attwood 

 Associate in Steptoe’s Washington office 

 Assists businesses with global legal and regulatory    

activities for human and pet food, animal feed, food and 

drug packaging, and medical devices 

 Obtained premarket clearances for FDA regulated    

products worldwide 

 Works with clients to establish regulatory status of     

products for which specific premarket approval may           

not be necessary   

 Supports companies with the development of new 

compliance programs in response to new laws and 

regulations 
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Today’s Presentation 

 Overview of the Food Contact Notification Process 

– Brief statutory background 

– How the FCN system works 

– What Data is necessary for an FCN and how does FDA conduct its 

review 

 Common Deficiencies in FCNs and How to Avoid Them  

 Your Questions and Our Answers 
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A Brief History of the FCN Program 

And in the beginning, 
FDA begat … 

• Food Additive 
Regulations 

• Found at 21 C.F.R. 
Part 174 – 186 

• Resulted from the 
submission of Food 
Additive Petitions 

• Process could take 
2-4 years (or longer) 

Yet fear not, for FDA 
overcame …  

• Food Contact 
Notifications 
• Food and Drug 

Administration 
Modernization Act of 
1997, § 409(h)  

• Program effective 
January 18, 2000 

• FDA regulations at: 
21 C.F.R. §170.100 
et seq. 

• 120 day review 
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Benefits of FCNs Over FAPs 

 Speed of review 

– “Self-executing” provision: FDA has 120 days to object to an FCN or it 

becomes effective 

– Preliminary review provided within 4-6 weeks 

 Same safety standard as the petition process 

 FCNs are proprietary 

– Effective only for company listed as the manufacturer in the FCN (and 

its customers)  

– Competitors must file their own notifications 
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What Can Be the Subject of an FCN? 

FCNs are for 
Food 

Contact 
Substances 

Any substance intended for 
use as a component of 

materials used in 
manufacturing, packing, 

packaging, transporting, or 
holding food if such use is 

not intended to have a 
technical effect in food  

(§409(h)(6)) 
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Food Contact Substance 

Food Additives 
Secondary 

Directs 

GRAS Prior Sanctioned  

FCS 
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Subject of an FCN 

Indirect 
additives 

Polymers 

Starting substances 

Adjuvants 

Secondary 
directs 

Boiler water additives 

Ion exchange resins 

Other: 
not “food 
additives” 

GRAS substances 

Antimicrobials 

Substances not reasonably expected to migrate to food 

Is there an 

ongoing 

technical effect 

in the food? 
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What Can’t Be in an FCN? 

Direct food 
additives 

FAP 

New 
recycling 

technologies 

Not an FCS 

Formulated 
products 

consisting 
entirely of 
cleared 

materials 

Form 3479 

Carcinogens 

Barred by 
Delaney 
Clause 
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Who May File? 

 “A manufacturer or supplier of an FCS” 

– “Supplier” – any person supplying an FCS, including “companies 

supplying to themselves for manufacture of a food-contact material” 

– Many FCNs are filed by companies that “supply the product to 

themselves” for further modification 

– A company may be the notifier but not necessarily the manufacturer of 

the product 
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When Can/Should You Submit an FCN? 

 When other methods to establish FDA status are not available 

 Customer assurance 

 Company preference 

 FCNs are not always appropriate 

– High dietary concentration (>1 ppm) 

– Substances already regulated for the same intended use 

– Unreviewed carcinogenicity studies 

 

 

 

 

 

13 www.steptoe.com 



Shortcut: “Me Too” FCNs 

 FCNs are proprietary to the notifier, but others are not prohibited 

from filing an FCN for the same FCS 

 A “me too” FCN often requires substantially less data 

 Consider obtaining original FCN through FOIA 

 May be able to utilize the technical effect, migration, and 

toxicology data provided in the original FCN 

 Key information to provide: manufacturing process, impurities, 

specifications, environmental assessment 

 

14 www.steptoe.com 



The Phases of FDA’s Review 

The 120-day review period begins when FDA receives a complete notification 

Receipt = logged in by 
FCN review office 

Complete = no 
substantial data missing 

Phase one 21-45 days 

Receipt date established 

Acceptance determined 

10 working days to 
respond to deficiencies 

Withdrawal (information 
protected) 

Phase two 45-120 days 

Acknowledgement letter 

Final reviews 

Final letter 

Internet listing 
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Receipt and Phase I 

16 

Notification 
Control 

Assistant 

Receipt 
date 

established 

Review 
Team 

CSO 

Chem 

Tox 

Env. 

Phase I 
Review 
Meeting  

(~3 weeks) 

Accept 

Don’t 
Accept 
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Objection 

Letter 

Phase II 

Review 

Withdraw 

Final Letter 

Effective 

Web Listing 

Procedure After Acceptance 

ACCEPT 

Acknowledgement 

Letter 

Safety 

Concerns 
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Non-Acceptance  

Letter 

Notifier 

< 2 Weeks > 2 Weeks 

Respond 

Don’t ACCEPT 

Deficiency  

Letter 

Withdraw 

Accept 

Don’t  

Accept 

The Other Case…  

(a new receipt date may be established) 
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Non-Acceptance  

Letter 
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What Do You Get For a Successful FCN? 

 Identity of the Food Contact Substance  

 Name of the Notifier 

 Name of the Manufacturer/Supplier 

 Intended Use of the FCS 

 Limitations/Specifications 
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The Construction And 

Review Of An FCN 
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FCN Data Requirements and Reviews 

 

 Chemistry 

 Toxicology 

 Environmental Science 
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What’s Needed for an FCN 
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• Chemical 
identity and 
composition of 
FCS 

• Properties and 
specifications 

• Manufacturing 
process 

• Impurities and 
breakdown 
products 
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• Use level 

• Single/repeat 
use 

• Food types 

• Conditions of 
Use 

M
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• Level of 
migration, as 
determined by 
calculations, 
modeling, or 
testing 

• Estimation of 
dietary 
exposure, 
including 
cumulative 
exposure 
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Calculating Migration 

May be able to 
assume 100% 

migration of 
the FCS 

• Formulation information 

• Analysis for concentration of 
residual migrant in the FCS 

Migration 
modeling 

• Fickian diffusion 

• Polymer constants 

Migration 
Testing 
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Repeat-Use Scenarios 

 For articles intended for repeat-use, exposure over the lifetime of the 

material is usually calculated   

 100% migration calculations consider the service life of the article 

and the quantity of food processed over the same lifetime 

 Should migration studies be conducted, a calculation of migration will 

be performed assuming equal distribution of migrants to all the food 

processed over the service life of the article 
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Consumer Exposure 

Dietary Concentration (DC) 

 DC = CF x <M> 

CF, the consumption factor, represents the ratio of the weight of all 

food contacting a specific packaging material to the weight of all food 

packaged   

<M> is the migration into food  
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 Consumption factors represent the fraction of all food consumed that is 
packaged in a specific material 
 
 
 

 

 

 Based on market survey data 

 Subject to change to accommodate market trends 

 Can be as specific as data will allow 

 Can be subdivided according to type of food or type of package 

What Are Consumption Factors? 

packagedfoodallofweight

materialpackagingspecificacontactingfoodofweight
CF 
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From current survey data, subdivide categories when possible.   
 
For example: 
 

 Polymer 

– Polyolefins 

• LDPE 

• LLDPE 

• HDPE 

• PP 

– PET 

 Paper 

– uncoated and clay-coated 

– polymer-coated 

 

Refining Consumption Factors 
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TABLE I - CONSUMPTION FACTORS (CF) 

  Package Category CF Package Category CF 

A. General 

Glass 0.1 Adhesives 0.14 

Metal- Polymer coated 0.17 Retort pouch 0.0004 

Metal- Uncoated 0.03 Microwave susceptor 0.001 

Paper- Polymer coated 0.2  All Polymers(a) 0.8 

Paper- Uncoated and clay-coated 0.1 Polymer 0.4 

B. Polymer 

Polyolefins 0.35(b) PVC 0.1 

   -LDPE 0.12    -rigid/semirigid 0.05 

   -LLDPE 0.06    -plasticized 0.05 

   -HDPE 0.13 PET(c,d) 0.16 

   -PP 0.04 Other Polyesters 0.05 

Polystyrene 0.14 Nylon 0.02 

EVA 0.02 Acrylics, phenolics, etc. 0.15 

 Cellophane 0.01 All Others(e) 0.05 

(a)Originates from adding CFs for metal-polymer coated, paper-polymer coated, and polymer (0.17 + 0.2 + 0.4 = 0.8). 
(b)Polyolefin films, 0.17 (HDPE films, 0.006; LDPE films, 0.065; LLDPE films, 0.060; and PP films, 0.037). 
 (c)PET-coated board, 0.013; thermoformed PET, 0.0071; PET carbonated soft drink bottles, 0.082; custom PET, 0.056; crystalline PET, 

0.0023; PET films, 0.03. 
(d)A CF of 0.05 is used for recycled PET applications (see the document entitled "Points to Consider for the Use of Recycled Plastics in Food 

Packaging: Chemistry Considerations"). 
(e)As discussed in the text, a minimum CF of 0.05 will be used initially for all exposure estimates. 
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 The FCS will be limited to an annual production volume at or 

below the maximum that has been specified  

 If the market volume expands to beyond the stated production 

volume, a new FCN will need to be submitted to account for the 

increased exposure 

 The market volume information will not be included in FDA’s 

website listing of effective FCNs 

The Alternative Consumption Factor Has Limits 
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Migration into Food <M> 

 Based on results from migration studies and FDA food type 

distribution factors (fT)  

    Concentration in food: 

 

 <M> = (faq+fac)M10% EtOH + (fal)M50% EtOH+ (ffat)Mfat  

      (mg/kg food)  

 100% migration 

 Migration modeling 

 - Fickian diffusion 

 - Migration database 

   DC = CF x <M> 
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100% Migration 

In some cases where the use level of the FCS is low, it may be possible to 
dispense with migration studies altogether by assuming 100% migration of 
the FCS to food 
 
 Single-use articles require: 

formulation information or 
chemical analysis for concentration of residual migrant in the FCS 
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An example:  Adjuvant Y is added at a level not to exceed 0.01 wt-% to 

polypropylene (PP) films (not to exceed 2 mil, or 0.002 in)  

 -the CF for PP is 0.04 

 -the density of PP is 0.9 g/cm3 

 -assume 10 g of food contacts 1 in2 of PP 

 

Migration is calculated as follows: 

 

<M> = 0.01 g Y x 0.9 g PP x 16.4 cm3 x 0.002 in x _1 in2___ = 2.95 x 10-7 g Y__ 

           100 g PP        cm3             in3                        10 g food                       g food 

  

 = 300 ppb 

 

Dietary Concentration (DC) is calculated as follows: 

 DC = CF x <M> = 0.04 x 300 ppb = 12 ppb 

 

100% Migration Calculation 
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Consumer Exposure 

Dietary Concentration (DC) 

 DC = CF x <M>   

  (mg/kg food) 

 

Estimated Daily Intake (EDI) 

 EDI = DC x 3 kg/person/day  

  (mg/p/d) 
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Consumer Exposure 
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Minimum Toxicity Tests Exposure Level 

(micrograms/person/day)           

Literature Search <1.5 

Ames Assay                 <150 

Mouse Lymphoma Assay or 

In vitro Chromosome Aberration test 

                <150 

In vivo Chromosome Aberration Test         >150       <3000 

Subchronic Toxicity Test with Rodents          >150      <3000   

Subchronic Toxicity Test with Non-rodents          >150      <3000 

Repro study w/ teratology phase                >3000 

One-Yr toxicity test with non-rodents                >3000                             

Carcinogenicity study with rodents                >3000 

Chronic tox/ carcinogenicity study with 

rodents 

               >3000 



Toxicology Data Cont’d 

 Notifiers must identify all relevant toxicology available   

 All (relevant) available toxicology data must be submitted 

 Comprehensive toxicology profile 

 Safety narrative 

 Studies are sometimes requested below recommended levels 
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Bailey et al.  2005.  Reg. Tox. Pharm. 42: 225-235. 
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FDA’s FCN Program: Toxicology Review 

 Review of pivotal data and minimal SAR review may be 
performed on all significant migrants 

 Positive or equivocal results in genetic toxicity testing may result 
in a need for detailed SAR analysis of likely carcinogenic risk 

 Detailed SAR analysis can incorporate analogue analysis or the 
use of commercially available software for predictive toxicology 

 Minimal SAR review may indicate a need for in-depth SAR 
review or for additional specialized testing 
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Estimation of an ADI 

 Lowest no effect level 

– Generally NOAEL not considered 

 Safety factor 

– 100-fold for chronic data 

– 1000-fold for less than chronic data 

– Additional factors to account for deficiencies 

 CEDI/ADI database/ PNC  
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Risk Management Decision 

 Comparison of Estimated Daily intake to Acceptable Daily Intake 

– ADI from data on the food contact substance 

– ADI from read across to data on a structurally similar substance 

– Testing Threshold 

– Threshold of Toxicological Concern 

 Risk assessment for any constituents of concern 

– Carcinogenic unit risks 

– Classical safety assessment 

 Consideration of how conservative estimates of the EDI and ADI 

are 
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FDA’s FCN Program: Safety Review Polymers 

 The main exposures are generally to oligomers and monomers 

 Oligomer exposure to species below MW of 1000. (Based on H 

atomic weight, halogen substitution may increase this limit)   

 Chemist, toxicologist, and SAR analyst consider likely structure 

 Comparative SAR can be performed 

 Analysis determines acceptability of data 
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FDA’s FCN Program: Safety Review Polymers 

 Safety data specifically on oligomers is acceptable 

 Safety data on monomers may be acceptable depending on 
structural analysis 

 If safety review has been previously performed on some 
oligomers only new oligomers considered 
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FDA’s FCN Program: Safety Review of Polymers 
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Environmental Recommendations 

Allowing an FCN to become effective is an agency action and the 

FCN must contain: 

 An Environmental Assessment (EA) 

   or 

 A warranted claim of categorical exclusion from the requirement to 

prepare an EA (21 CFR 25.15) 

 

 

 
Environmental Guidance:  

http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/GuidanceDocuments/FoodIngredientsandPack

aging/ucm081049.htm 
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Inventory of Environmental Impact Decisions for Food 

Contact Substance Notifications 

http://www.accessdata.fda.gov/scripts/fdcc/?set=ENV-FCN 



FCN Strategy 

 Start with use and exposure 

 Consider what data exists and what approvals you can 

accomplish 

 Consider GRAS in the interim 

 Plan toxicological testing, use read across and don’t create more 

data than you need 

 Protect your data 

 Tell a good story; tell it how FDA would tell it 
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Common FCN Issues and  

Tips and Tricks for Preparing Your FCN 
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Common Chemistry Deficiencies 

 Missing data components 

– MW data without information on the low MW fraction 

– Batch data without analytical methods 

 Lack of manufacturing information 

 Missing information on migration testing methodology 

– No validation 

– No example calculations 

– No raw data, or information on LOD/LOQ 

 No exposure estimates for minor components or constituents 

– Catalysts, other manufacturing aids 

– Impurities and breakdown products 
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Common Toxicology Deficiencies 

 Inadequate quantitative and qualitative information on what 

migrates into food 

 Inadequate review of pivotal toxicity data (PNC?) 

– Inadequate explanation of why negative data is dismissed 

– Incorrect selection of a NOEL 

– Incorrect safety factor or safety margin 

 Inadequate toxicology studies 
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Common Environmental Deficiencies 

 Incorrect categorical exclusion claimed or only one CE claimed 

when multiple apply 

 Requested use not consistent only partially consistent with the 

claimed CE 

 Use requested not consistent throughout submission 

 No discussion of potential impacts on solid waste strategies 

(recycling) 

 No statement that extraordinary circumstances regarding sites 

of production don’t exist 

 Includes confidential information 
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Prenotification Consultations 

  Benefits 

Costs 

 Obtain FDA advice/input prior to 
filing FCN 

 Avoid questions during the 
review period 

 Time delay 

 Opens the door for FDA  

Take home:  
Without a specific question, it is more 

efficient to proceed directly with the FCN  
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Confidential Business Information 

CBI in an FCN can be protected 

• After effective date: everything other than CBI 

• Upon FDA’s formal objection to the FCN 

• If an FCN is withdrawn prior to effective date its contents cannot be 
disclosed under FOIA 

When can FDA disclose CBI? 

• Manufacturing details: process, specifications (maybe), analytical 
test methods 

• Impurities 

• Production quantities 

What can be protected? 

51 www.steptoe.com 



Take Steps to Help Protect CBI 

 

 Clearly mark material in FCN considered to be confidential 

 Submit sanitized version of FCN (redact confidential 

information) 

 Ask FDA to advise in advance if information marked 

“confidential” is to be released 

 Request a copy of your FCN and all related correspondence 

under FOIA 

52 www.steptoe.com 



Special Concerns 

• Exposure: formula is the sole food being consumed 

• Biological impact: developing physiology and systems 

• Safety assessment considerations: additional toxicity 
data? 

Infant formula 

• Safety assessment proceeds as normal 

• Consider any unique properties and behaviors 

• FDA guidance available 

Nanotechnology 

• Standards for assessment increasingly stringent 

• Use and provide references 

• New issue: greenhouse gases 

Environmental 
Assessment 
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Changes to an Effective FCN 

 Substantive changes may require a new FCN 

– E.g., manufacturing process, specifications 

– Changes to the identity of the FCS or its impurities 

– Deviations within GMP are not substantive 

 Minor change may need to be notified to FDA 

– Is the change “significant”? 

 Change in the intended use does require a new FCN 

– E.g., use level, food types, conditions of use) 
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Conclusions 

 FCN program considered very successful both domestically and 

internationally 

 Today there are 1174 effective FCNs listed on FDA’s website and 

the number being submitted is increasing 

 Tell the story 
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Questions? 
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Upcoming Events 

 November 12: Recent Developments in EU and US Food Law  
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