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3. Type of Submission
 (Check one)
 Food Contact Notification (FCN)
 Pre-notification Consultation (PNC)
 Food Master File (FMF)
 4a. This form and documents included with this submission transmitted via:  (Check appropriate boxe(s)) 
(For a PNC or FMF, you need only complete those items of the form relevant to the purposes of the submission; see instructions 
 FDA Electronic Secure Gateway (ESG)
 Courier/mail (electronic physical media)
 Courier/mail (paper documents)
  b.
If transmitted via courier/mail, describe format  (e.g., type of media)  and number of copies included:
1. Date of this submission  (yyyy/mm/dd)
2. 
 All included electronic files checked to be virus free.   (Check box to verify)
PART I – GENERAL INFORMATION
Position
5a. Person Submitting This  FCN/PNC/FMF
Company (if applicable)
Mailing Address (number and street)
City
Telephone Number
Zip Code/Postal Code
E-Mail Address
State or Province
Fax Number
Country
Name of Contact Person
Position
Name of Contact Person
5b. Agent  or Attorney   or Authorized   Official  (if applicable)
Company (if applicable)
Mailing Address (number and street)
City
Telephone Number
Zip Code/Postal Code
E-Mail Address
State or Province
Fax Number
Country
5c.   Identify the Manufacturer/Supplier (s)  for whom the food contact notification  (FCN)  will be effective:
DRAFT
PART I – GENERAL INFORMATION (Continued)
8. 
For PNCs or FMFs , provide a brief description of the information you have provided and state the purpose(s) of your submission  (or attach this description)
.
 See attachment number 
 in List of Attachments
6. List all PNCs, FMFs, correspondence letters, and FCNs not listed under item 7 that are relevant to 
this submission
(use FDA assigned numbers, e.g., “PNC 099999”)
Mark (X) if None
7. If you previously submitted an FCN or FAP for this substance that is not effective or is effective but for a different use,  
enter the FCN or FAP number(s) assigned by FDA.
Mark (X) if None
PART II – CHEMISTRY INFORMATION
1. Chemical Abstracts Service (CAS) name
2. CAS Registry Number
3. Trade or Common Name
4. Other Chemical Names (IUPAC, etc.)
5. Description 
SECTION A - IDENTIFICATION OF THE FOOD CONTACT SUBSTANCE
See Chemistry Recommendations, Section IIA
Attach a description of the FCS, including chemical formula(s), structure(s) and molecular weight(s). For FCSs that cannot be  represented by a discrete chemical structure, such as new polymers, provide representative chemical structure(s) and the weight  average (Mw) and number average (Mn) molecular weight. For new copolymers, provide the ratio of monomer units in the copolymer.
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
DRAFT
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PART II – CHEMISTRY INFORMATION (Continued) 
6. Characterization 
Attach data, such as infrared (IR), ultraviolet (UV), nuclear magnetic resonance (NMR), mass spectra, or other similar data for  identification of the FCS.
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
7. Molecular Weight Profile (polymer FCSs only)
Provide data that convey the molecular weight distribution, including a value for the maximum percentage of oligomeric species (not  including residual monomers, reactants, or solvents) below 1000 Daltons (low molecular weight oligomers, LMWOs), and report that  percentage below. Analytical methods should be included.
Percentage oligomers below 1000 daltons: 
%  
(Ensure that consumer exposures to LMWOs are addressed under Section II.G of this form.)
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
8. Specifications 
Attach a listing of physical and chemical specifications for the FCS such as density, melting point, maximum impurity levels, and solubility  in food simulants. For new polymers, provide glass transition temperatures, intrinsic or relative viscosity, melt flow indices, morphology  and crystallinity. Provide minimum or maximum specification limits or a range, as appropriate. In addition, include specification test  results for at least three production batches of the FCS and the analytical methods for establishing compliance with specifications.
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
1. Manufacturing Process 
Attach a description of the manufacturing process for the FCS, including reaction conditions (e.g., amounts, times and temperatures),  and include chemical equations and stoichiometry for all synthetic steps and side reactions. Describe any purification steps.
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
2. Manufacturing Ingredients 
In Table 1 below, list all reagents, monomers, solvents, catalyst systems, purification aids, etc. used to manufacture the FCS. Include  chemical name, CAS Reg. No., and function in the manufacture of the FCS.  Note: Because FDA systems will capture information  entered on this form, you should list this information directly on the form, even if you choose to also include this information in an  attachment.
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
SECTION A - IDENTIFICATION OF THE FOOD CONTACT SUBSTANCE (cont.) 
See Chemistry Recommendations, Section II.A.
SECTION B - MANUFACTURE
See Chemistry Recommendations, Section II.A. 4. a through c
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PART II – CHEMISTRY INFORMATION (Continued)
SECTION B - MANUFACTURE
See Chemistry Recommendations, Section II.A. 4. a through c
TABLE 1: Manufacturing Ingredients
Chemical Name
CAS Reg. No.
Function
Is residual expected
to remain 
in the final food contact material?**
Text
** If yes, include in Table 2. If no, support this conclusion in the manufacturing process description (#1 above).
PART II – CHEMISTRY INFORMATION (Continued)
SECTION C - IMPURITIES
See Chemistry Recommendations,  Section II.A.  4.d and II.A.5
1. Impurities 
In the table below, enter impurities in the FCS including: the chemical names, CAS Reg. Nos., and typical and maximum residual  levels (percent weight) in the FCS as it will be marketed. For FCSs that are polymers, include typical and maximum residual monomer  concentrations. Also attach supporting data for the residual levels, including analytical methods, and validation information.  Note:  Because FDA systems will capture information entered on this form, you should list this information directly on the form, even if you  choose to also include this information in an attachment.
 See attachment number(s)
 See other FDA file 
Notes:
TABLE 2: Impurities
** If yes, ensure that exposures to these substances are addressed under Section II.G of this form.  
If no, attach an explanation.
Chemical Name
CAS Reg. No.
Typical Residual (%)
Maximum Residual (%)
Is migration to food expected?** 
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PART II – CHEMISTRY INFORMATION (Continued)
SECTION D - INTENDED USE
See Chemistry Recommendations, Section II.B. and II.C            
SECTION E - STABILITY OF THE FCS
See Chemistry Recommendations,  Section II.B. and II.D.2                
3. Intended Technical Effect 
Attach a description of the intended technical effect of the FCS. Attach data demonstrating that the FCS will achieve the intended  technical effect. Specifically address the minimum amount required to achieve the intended technical effect.
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
1. Intended Use 
a. Indicate whether single or repeat use  (or both)  is intended:
 single use      
 repeat use
b. Attach a description of the intended use (s)  of the FCS. Include:
•
Maximum use level (s)  in food-contact materials, types of food-contact articles with or in which the FCS is expected   to be used  (e.g., films, coatings, molded articles)  and maximum thickness, as applicable.
•
The food types (refer to food types in Table 1 of Definitions of Food Types and Conditions of Use for Food Contact Substances)  expected to contact the FCS; include specific examples if known.
•
The conditions of use: maximum temperatures and times of food contact (refer to conditions of use in Table 2 of  Definitions of Food Types and Conditions of Use for Food Contact Substances.)
2. For repeat-use articles, provide a typical use scenario. Include the highest intended use temperature, maximum food-contact time  
for the article, and typical amount of food contacted over the service lifetime of the article. 
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
1. Stability of the FCS 
Describe any degradation of decomposition (e.g., oxidation, photolysis, hydrolysis) or other chemical process expected as a result of the  intended use of the FCS, either during its use in the manufacture of a food-contact article, or during migration testing (if performed) of a  test plaque containing the FCS. Attach a description of any such processes.
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
2. Degradation Products 
In Table 3, enter any degradation or other products formed as a result of the use of the FCS, providing CAS names, CAS Reg. Nos.  and attach structures as appropriate. Address the amount of any products that may migrate to food. Ensure that exposures to these  substances are addressed in Section II.G of this form.  Note: Because FDA systems will capture information entered on this form, you  should list this information directly on the form, even if you choose to also include this information in an attachment.
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
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PART II – CHEMISTRY INFORMATION (Continued)
SECTION E - STABILITY OF THE FCS (cont.)
See Chemistry Recommendations, Section II.D.2
TABLE 3: Degradation or Other Products Formed Due to the Use of the FCS
Chemical Name
CAS Reg. No.
Is migration 
to food
expected?**
** If yes, ensure that exposures to these substances are addressed under Section II.G of this form.  
If no, attach an explanation per instructions above.
PART II – CHEMISTRY INFORMATION (Continued)
SECTION F - MIGRATION LEVELS IN FOOD
1. Migration Testing Option
See Chemistry Recommendations, Section II.D.  1 through 3 and Appendix II 
a. Attach the full report of the migration tests, and include:
•
A description of test specimen (s) , including full composition  (e.g., comonomer composition of base polymer, identities and  concentrations of adjuvants, levels of residual monomer(s)), dimensions (thickness and surface area), and relevant base   polymer properties  (e.g., density, Tg, Tm, % crystallinity) . Indicate whether specimens were extracted by total immersion or   exposed to solvent on a single side. See  Chemistry Recommendations section II.D.1.a and b.
•
Food or food simulants employed, times and temperatures of extraction, volume of simulant used per extraction, and food   simulant volume-to-specimen surface area ratio  (e.g., 10% ethanol, conditions of use A [121°C/2 h, then 40°C/238 h], 200 mL   of 10% ethanol solution per extraction, 10 mL/in 2  ) . If the food simulant volume-to-specimen surface area ratio is less than       10 mL/in 2 , provide evidence  (e.g., turbidity or precipitation data)  showing that saturation of the food simulant has not occurred.   See  Chemistry Recommendations Section II.D.1.c,d.
•
Detailed descriptions of analytical methods, raw data  (e.g., peak areas) , sample instrumental output  (e.g., chromatograms   or spectra) , and sample calculations relating the instrumental output to the migration values you report in mg/in 2 , in Table 4.   See  Chemistry Recommendations Section II.D.3.a-d.
•
A summary of the method validation results. Give average percent recovery for all analytes, food or food simulants, and   fortification  (spiking)  levels. Full details, including description of spiking procedure and calculations, must be included.   See  Chemistry Recommendations Section II.D.3.e.
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
In Table 4, summarize results of migration testing for each test specimen. Give individual and average migration values (mg/in2 ) for all  analytes in each simulant at all time points. For new polymers, provide a measure of oligomer migration and, if possible, characterize  the individual low-molecular weight oligomer components  (click here for example) . See  Chemistry Recommendations  section II.D.2
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
Migration levels of the FCS or any substances (such as impurities, oligomers, degradation products) in food resulting from the intended use
of the FCS may be estimated by migration testing or by calculation. See Chemistry Recommendations, Section II.D.
For repeat-use articles, estimate migrant levels in food using migration testing and/or calculations which take into account the amount of food
contacting the article over its service lifetime. See Chemistry Recommendations, Appendix II, Part 4.
b.  
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PART II – CHEMISTRY INFORMATION (Continued)
TABLE 4: Summary of Migration Testing
Test Sample
Formulation
Migrant
Food or Food
Simulant
Temperature and Time of Analysis
Migration
(each replicate)
Average Migration
(average of replicates)
PART II – CHEMISTRY INFORMATION (Continued)
SECTION F - MIGRATION LEVELS IN FOOD (cont.)
2. Migration Calculation Option
See Chemistry Recommendations, section II.D.5  for discussions on 100% migration calculations, II.D.4  for information on FDA’s   migration database, and  II.D.5  for migration modelling. 
a.
Was migration for certain migrants estimated by calculation?
b. 
Attach a description of the mathematical approach used and the basis for the approach in estimating migration levels to food for the   FCS or any migrants, such as impurities, monomers or breakdown products in the FCS. Fully describe assumptions made in deriving   the estimates and show all calculations. 
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
SECTION G - ESTIMATED DAILY INTAKE (EDI)
See Chemistry Recommendations, Section II.E and Appendix IV
The dietary concentration (DC) and EDI for the notified use must be calculated by the notifier for both the FCS and any migrants. The notifier is also responsible for providing cumulative EDIs (CEDIs) reflecting any previously regulated, notified, or otherwise  authorized uses of the FCS. 
The notifier may wish to consult FDA to obtain this information prior to submitting a notification.
1. Single-Use Articles
In an attachment, show representative calculations for the EDI for all migrants. Clearly describe the food-type distribution factors  (f T ) and consumption factors  (CF)  used in the calculations  (see Chemistry Recommendations Appendix IV) . If f T  and/or CF values other   than those assigned by FDA are used, information supporting derivation and use of such factors must be attached. The following   general equation is used to calculate an EDI:
EDI 
= DC x 3 kg food/p/d 
= CF x <M> x 3 kg food/person/day  
= CF x [(Maq )(faq )+(Mac )(fac )+(Mal )(fal )+(Mfat )(ffat )] x 3 kg/p/d 
where: <M> is the concentration of the migrant in food; M  is the migration value in simulant i; and (aq) is aqueous, (ac) is acidic, (al)      is alcoholic, and (fat) is fatty.
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
2. Repeat-Use Articles
Using the migration levels to food determined in Section II.F and the repeat use scenario information described in Section II.D.2,   show the calculations used for determining DC and EDI for the FCS and any migrants. 
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
i
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PART II – CHEMISTRY INFORMATION (Continued)
SECTION G - ESTIMATED DAILY INTAKE (EDI) (cont.) 
See Chemistry Recommendations, Section II.E and Appendix IV              
3. Summary of the Chemistry Information
In Table 5, enter the values for  <M>, DC , and EDI   of the FCS and any migrants, including oligomeric species (for unspecified   oligomers, use the chemical name and CAS Reg. No. of the FCS)  and degradation or other products. Provide CEDI to include this use.  Note: Because FDA systems will capture information entered  on this form, you should list this information directly on the form,  even if you choose to also include this information in an attachment. 
 See attachment number(s)
 See other FDA file 
Notes:
TABLE 5: Summary of the Chemistry Information
Chemical Name
CAS 
Reg. No.
<M>
(μg/kg)
DC
(μg/kg)
EDI
(μg/p/d)
CEDI
(μg/p/d)
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PART III – SAFETY
A. Safety Narrative
Attach a safety narrative, which is an executive summary describing the scientific basis of your determination that the FCS 
is safe under the conditions of use requested in this notification. 
Your safety narrative should:
•
Summarize the chemistry and toxicology information that justify a conclusion that the intended use of the FCS is safe.
• 
Address any negative information regarding the safety of the FCS and its constituents.
• 
Address the safety of any mutagenic or carcinogenic constituents of the FCS.
• 
Include upper bound lifetime cancer risk levels and acceptable daily intake values as appropriate.
Complete instructions on preparing a Safety Narrative are provided in  Toxicology Recommendations, Section VI . Do not provide detailed study summaries in the safety narrative. Such summaries and supporting documentation should be included in the Comprehensive Toxicology Profile (s) (item 2 below).
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
C. Relevant Toxicity Studies
B. Comprehensive Toxicology Profile(s) 
Attach Comprehensive Toxicology Profile (s) (CTPs)  for the FCS and each constituent  (e.g., impurity, degradation product)  of potential   toxicological concern that is expected to migrate to food as a result of the intended use (s)  of the FCS. 
Complete instructions on what to include in a CTP are provided in  Toxicology Recommendations, Section VII .
 See attachment number(s)
 in List of Attachments
 See other FDA file 
Notes:
Notes:
In Table 6, provide information on each published and unpublished toxicity study pertinent to the safety of the FCS in the intended use, which is included in or referenced in this submission.   Note: Because FDA systems will capture information entered on this form, you should list this information directly on the form, even if you choose to also include this information in an attachment.
 
· Enter the chemical name of each test substance and its CAS Reg. No., and list each toxicity study on that chemical below the name of the chemical. 
 
· For each study listed, under "Date", provide the date (YYYY/MM/DD) of the study report or publication.    
 
· Select the toxicity Study Type (based on Redbook terminology) from the pull down menu.
 
· Select the Info Type from the pull down menu.
 
· If the study is included in this submission, under “Att. #” in Table 6, provide the attachment number adjacent to the name of the document containing the study in the List of Attachments {Files names (document names) of toxicity studies included in this submission should be entered in the List of Attachments, Part VI of this Form}.
 
· If the study is in other FDA files, provide the type of file (PNC, FCN, FAP, FMF) and the reference number (e.g., FCN 999999). 
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PART III – SAFETY (Continued) 
TABLE 6: Relevant Toxicity Studies
Location
Att.#
In FDA file
Test Substance
CAS Reg. No.
Date
Study Type
Info Type
Location
Att.#
In FDA file
Test Substance
CAS Reg. No.
Date
Study Type
Info Type
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PART IV – ENVIRONMENTAL INFORMATION (21 CFR Part 25)
All FCN submissions must contain either a claim of categorical exclusion under 21 CFR 25.32 or an environmental assessment (EA) under  21 CFR 25.40. See Environmental Recommendations 
A - CLAIM OF CATEGORICAL EXCLUSION
Items 1, 2 and 3 below must be completed in order for your claim of categorical exclusion to be complete. 
1. Mark (X) in the box next to the specific section
(s)
 of the CFR under which the categorical exclusion is claimed, and complete the  
information below each section cited as directed:
21 CFR 25.32 
(i)
a. Is the FCS expected to remain with finished food-packaging material?
 Yes     
 No (if "No," then the claim is not valid);
b. Is the FCS a component of a coating of a finished food-packaging material?    
 Yes     
 No
21 CFR 25.32
 (j)
a. Is the FCS a component of a repeat-use article?    
 Yes     
 No
b. Is the FCS a component of a permanent or semi-permanent food-contact surface?    
 Yes     
 No
21 CFR 25.32
 (k)
21 CFR 25.32 
(q)
a. Is the current FIFRA label attached?    
 Yes     
 No
b. Is the requested use essentially the same as that specified on the FIFRA label?
 Yes     
 No
(If the current FIFRA label has a limitation on food-contact uses, then provide a draft copy of a revised label you intend to submit to  EPA to include food-contact uses). 
21 CFR 25.32 
(r)
2.
a. Does your proposed food-contact use comply with the categorical exclusion criteria?    
 Yes     
 No  
(If "No," go to section B below.)
b. If compliance with the categorical exclusion criteria is not evidenced in other parts of the submission, FDA may request additional  
information  (See  Section II.B of the Environmental Recommendations) . If you have attached such information, indicate location.
 See attachment number
(s)
 See other FDA file 
3.
To the best of your knowledge, are there any extraordinary circumstances that would require your submission of an EA?  
(see 21 CFR 25.21)
 Yes     
 No (If "Yes," go to section B below.)
B - ENVIRONMENTAL ASSESSMENT
See Environmental Recommendations
An EA is required and has been prepared under 21 CFR 25.40 and is attached.
Note: An EA is a public document and should not contain confidential information. Such information should be included in a separate
section of the FCN, labeled confidential and summarized to the extent possible in the EA.
 See attachment number
(s)
 See other FDA file 
PART V – CERTIFICATION
Date (mm/dd/yyyy)
Signature of Authorized Official or Agent
Printed Name and Title
The accuracy of the statements you make in this submission should reflect your best prediction of the anticipated facts regarding the  chemical substance described herein. Any knowing and willful misinterpretation is subject to criminal penalty pursuant to 18 U.S.C. 1001. The notifying party certifies that the information provided herein is accurate and complete to the best of his/her knowledge.
c. Is the FCS a non-coating component in finished food-packaging material?    
 Yes     
 No
d. If the FCS is a non-coating component, what is the percentage of the FCS in finished food-packaging material?      
%
(If the FCS is a non-coating component contributing more than five percent by weight to finished food-packaging material, then the  claim is not valid.)
 See attachment number(s)
 See other FDA file 
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PART VI – LIST OF ATTACHMENTS
List all documents included with this form below. Clearly identify each document with an appropriately descriptive file name  (or title for pa- per documents) . You should name electronic documents according to the File Naming Conventions  App. 12 . For electronic submissions,  select the Folder Location from the pull down menu. For paper submissions, write in the volume number and inclusive page numbers.
OMB Statement:  Public reporting burden for this collection of information is estimated to average XX hours per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and  reviewing the collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information,  including suggestions for reducing this burden to: Department of Health and Human Services, Food and Drug Administration, Office of  Chief  Information Officer , 1350 Piccard Drive, Room 400, Rockville, MD 20850 (Please do NOT return the form to this address.) 
An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it  displays a currently valid OMB control number.
Attach-ment
Number
Attachment File Name (name for paper documents)
Folder Location (select from menu)
(Vol. No., page Nos. for paper submissions)
Add Continuation Page
This is an Add Continuation Page BUTTON. If you have additional list of attachments for this submission, please press enter. This will add a new page for the List of Attachments. If not, press tab to continue.
PART VI – LIST OF ATTACHMENTS (Continued)
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