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	Short Name of Substance (please fill in)
File No (to be filled by BfR)





Identity of Substance
	1. IDENTITY OF SUBSTANCE
	

	1.1 Individual substance
	

	1.1.1 Chemical name:
	

	
	

	
	

	1.1.2 Synonym(s):
	

	
	

	
	

	1.1.3 Trade name(s):
	

	
	

	
	

	1.1.4 CAS N°:
	

	
	

	
	

	1.1.5 Molecular and structural formula:
	

	
	

	
	

	1.1.6 Molecular weight:
	

	
	

	
	

	1.1.7 Spectroscopic data:
	

	
	

	
	

	1.1.8 Manufacturing details:
	

	
	

	
	

	1.1.9 Purity (%):
	

	
	

	
	

	1.1.10 Impurities (%):
	

	
	

	
	

	1.1.11 Specifications:
	

	
	

	
	

	1.1.12 Other information:
	

	
	

	
	




	1. IDENTITY OF SUBSTANCE
	

	1.2 Defined mixture:
	

	1.2.1 Chemical name:
	

	
	

	
	

	1.2.2 Synonym(s):
	

	
	

	
	

	1.2.3 Trade name(s):
	

	
	

	
	

	1.2.4 CAS N°:
	

	
	

	
	

	1.2.5 Constituents:
	

	
	

	
	

	1.2.6 Proportions in the mixture:
	

	
	

	
	

	1.2.7 Molecular and structural formula:
	

	
	

	
	

	1.2.8 Molecular weight (Mw) and range:
	

	
	

	
	

	1.2.9 Spectroscopic data:
	

	
	

	
	

	1.2.10 Manufacturing details:
	

	
	

	
	

	1.2.11 Purity (%):
	

	
	

	
	

	1.2.12 Impurities (%):
	

	
	

	
	

	1.2.13 Specifications:
	

	
	

	
	

	1.2.14 Other information:
	

	
	

	
	




	1. IDENTITY OF SUBSTANCE
	

	1.3 Non-defined mixture:
	

	1.3.1 Chemical name:
	

	
	

	
	

	1.3.2 Synonym(s):
	

	
	

	
	

	1.3.3 Trade name(s):
	

	
	

	
	

	1.3.4 CAS N°:
	

	
	

	
	

	1.3.5 Starting substances:
	

	
	

	
	

	1.3.6 Manufacturing details:
	

	
	

	
	

	1.3.7 Substances formed:
	

	
	

	
	

	1.3.8 Purification by:
	

	
	

	
	

	1.3.9 by-products:
	

	
	

	
	

	1.3.10 Molecular and structural formula:
	

	
	

	
	

	1.3.11 Molecular weight (Mw) and range:
	

	
	

	
	

	1.3.12 Purity (%):
	

	
	

	
	

	1.3.13 Impurities (%):
	

	
	

	
	

	1.3.14 Spectroscopic data:
	

	
	

	
	

	1.3.15 Specifications:
	

	
	

	[bookmark: _Hlk40199268]
	

	1.3.16 Other information:
	

	
	

	
	




	1. IDENTITY OF SUBSTANCE
	

	1.4 Polymer used as additive:
	

	1.4.1 Chemical name:
	

	
	

	
	

	1.4.2 Synonym(s):
	

	
	

	
	

	1.4.3 Trade name(s):
	

	
	

	
	

	1.4.4 CAS N°:
	

	
	

	
	

	1.4.5 Starting substances:
	

	
	

	
	

	1.4.6 Manufacturing details:
	

	
	

	
	

	1.4.7 Additive(s):
	

	
	

	
	

	1.4.8 Structure of polymer:
	

	
	

	
	

	1.4.9 Weight averaged molecular mass:
	

	
	

	
	

	1.4.10 Number averaged molecular mass:
	

	
	

	
	

	1.4.11 Molecular mass range:
	

	
	

	
	

	1.4.12 Constituents with molecular mass <1000 (%):
	

	
	

	
	

	1.4.13 Viscosity, if available:
	

	
	

	
	

	1.4.14 Melt flow index, if available:
	

	
	

	
	

	1.4.15 Density (g/cm3):
	

	
	

	
	

	1.4.16 Spectroscopic data:
	

	
	

	
	

	1.4.17 Residual monomers (mg/Kg):
	

	
	

	
	

	1.4.18 Purity (%):
	

	
	

	
	

	1.4.19 Impurities (%):
	

	
	

	
	

	1.4.20 Specifications:
	

	
	

	
	

	1.4.21 Other information:
	

	
	

	
	




Physical and Chemical Properties of Substance

	2. PHYSICAL AND CHEMICAL PROPERTIES OF SUBSTANCE
	

	2.1 Physical properties:
	

	
	

	
	

	2.1.1 Melting point (°C):
	

	
	

	
	

	2.1.2 Boiling point (°C):
	

	
	

	
	

	2.1.3 Decomposition temperature (°C):
	

	
	

	
	

	2.1.4 Solubility (g/l):
	

	
	

	
	

	2.1.5 Octanol/water partition (log Po/w):
	

	
	

	
	

	2.1.6 Other information related to lipophilicity:
	

	
	

	
	




	2. PHYSICAL AND CHEMICAL PROPERTIES OF SUBSTANCE
	

	2.2 Chemical properties:
	

	
	

	
	

	2.2.1 Nature:
	

	
	

	
	

	2.2.2 Reactivity:
	

	
	

	
	

	2.2.3 Stability:
	

	
	

	
	

	2.2.4 Hydrolysis:
	

	
	

	
	

	2.2.5 Intentional decomposition/transformation:
	

	
	

	
	

	2.2.6 Unintentional decomposition/ transformation product(s):
	

	
	

	
	

	2.2.7 Interaction with food substances:
	

	
	

	
	

	2.2.8 Other information:
	

	
	

	
	





Intended Application of Substance
	3. INTENDED APPLICATION OF SUBSTANCE
	

	3.1 Food contact material:
	

	
	

	
	

	3.2 Technological function:
	

	
	

	
	

	3.3 Maximum process temperature (°C):
	

	
	

	
	

	3.4 Maximum percentage in formulation:
	

	
	

	
	

	3.5 Conditions of contact in practice:
	

	
	

	
	

	3.5.1 Contact food:
	

	
	

	
	

	3.5.2 Time and temperature:
	

	
	

	
	

	3.5.3 Surface to volume ratio:
	

	
	

	
	

	3.5.4 Other information:
	

	
	

	
	

	3.6 Treatment of food contact material prior to use:
	

	
	

	
	

	3.7 Other uses:
	

	
	

	
	

	3.8 Other information:
	

	
	

	
	





Data on Migration of Substance

	4. DATA ON MIGRATION OF SUBSTANCE
	

	4.1 Specific migration (SM):
	

	If SM is not determined, give reasons:

	

	
	

	4.1.1 Substance:
	

	
	

	
	

	4.1.2 Test sample:
	

	
	

	
	

	4.1.2.1 Chemical composition:
	

	
	

	
	

	4.1.2.2 Physical composition:
	

	
	

	
	

	4.1.2.3 Density, melt flow index of polymer:
	

	
	

	
	

	4.1.2.4 Dimensions of test sample:
	

	
	

	
	

	4.1.2.5 Dimensions of test specimen:
	

	
	

	
	

	4.1.3 Treatment of test sample prior to testing:
	

	
	

	
	

	4.1.4 Test food(s)/food simulant(s):
	

	
	

	
	

	4.1.5 Contact mode:
	

	
	

	
	

	4.1.6 Contact time and temperature:
	

	
	

	
	

	4.1.7 Surface to volume ratio:
	

	
	

	
	

	4.1.8 Analytical method:
	

	
	

	
	

	4.1.9 Detection/ determination limit:
	

	
	

	
	

	4.1.10 Precision of test method:
	

	
	

	
	

	4.1.11 Recovery:
	

	
	

	
	

	4.1.12 Other information:
	

	
	

	
	

	4.1.13 Results:
	

	
	

	
	



	4. DATA ON MIGRATION OF SUBSTANCE
	

		4.2 Overall migration (OM):
	

	
	

	
	

	4.2.1 Test sample:
	

	
	

	
	

	4.2.2 Treatment of sample prior to testing:
	

	
	

	
	

	4.2.3 Food simulant(s):
	

	
	

	
	

	4.2.4 Contact mode:
	

	
	

	
	

	4.2.5 Contact time and temperature:
	

	
	

	
	

	4.2.6 Surface to volume ratio:
	

	
	

	
	

	4.2.7 Test method:
	

	
	

	
	

	4.2.8 Other information:
	

	
	

	
	

	4.2.9 Results:
	

	
	

	
	



	4. DATA ON MIGRATION OF SUBSTANCE
	

	4.3 Quantification and identification of a) migrating oligomers and b) reaction products derived from monomers and starting substances and additives:
	

	If not determined, please justify:

	

	
	

	4.3.1 Test sample:
	

	
	

	
	

	4.3.1.1 Chemical composition:
	

	
	

	
	

	4.3.1.2 Physical composition:
	

	
	

	
	

	4.3.1.3 Density, melt flow index of polymer:
	

	
	

	
	

	4.3.1.4 Dimensions of test sample:
	

	
	

	
	

	4.3.1.5 Dimensions of test specimen:
	

	
	

	
	

	4.3.2 Treatment of test  sample prior to testing:
	

	
	

	
	

	4.3.3 Test food(s)/food simulant(s)/extraction solvent(s):
	

	
	

	
	

	4.3.4 Contact mode:
	

	
	

	
	

	4.3.5 Contact time and temperature:
	

	
	

	
	

	4.3.6 Surface to volume ratio in migration tests:
	

	
	

	
	

	4.3.7 Analytical method:
	

	
	

	
	

	4.3.8 Detection/ determination limit:
	

	
	

	
	

	4.3.9 Recovery:
	

	
	

	
	

	4.3.10 Other information:
	

	
	

	
	

	4.3.11 Results:
	

	
	

	
	





Data on Residual Content of Substance in the FCM
	[bookmark: _Hlk216356679]5. DATA ON RESIDUAL CONTENT OF SUBSTANCE IN THE FCM
	

	5.1 Actual content:
	

	
	

	
	

	5.2 Substance:
	

	
	

	
	

	5.3 Test sample:
	

	
	

	
	

	5.3.1 Chemical composition:
	

	
	

	
	

	5.3.2 Physical composition:
	

	
	

	
	

	5.3.3 Density, melt flow index of polymer:
	

	
	

	
	

	5.3.4 Dimensions of test sample:
	

	
	

	
	

	5.3.5 Dimensions of test specimen:
	

	
	

	
	

	5.4 Treatment of sample:
	

	
	

	
	

	5.5 Test method:
	

	
	

	
	

	5.5.1 Detection/determination limit:
	

	
	

	
	

	5.5.2 Precision of test method:
	

	
	

	
	

	5.5.3 Recovery:
	

	
	

	
	

	5.5.4 Other information:
	

	
	

	
	

	5.6 Results:
	

	
	

	
	

	5.7 Calculated migration (worst case):
	

	
	

	
	

	5.8 Residual content versus specific migration:
	

	
	

	
	





Microbiological Properties of Substance
	6. MICROBIOLOGICAL PROPERTIES OF SUBSTANCE
	

	Please refer to the EFSA Note for Guidance for the preparation of an application for the safety assessment of a substance to be used in plastic Food Contact Materials. (EFSA CEF Panel 2008, updated in 2021): https://doi.org/10.2903/j.efsa.2008.21r

	

	
	





7.A Toxicological Data on intentionally added substances (IAS)
In this section, please provide toxicological data required for intentionally added substances (IAS) as described in the EFSA Note for Guidance for the preparation of an application for the safety assessment of a substance to be used in plastic Food Contact Materials. (EFSA CEF Panel 2008, updated in 2021; https://doi.org/10.2903/j.efsa.2008.21r) 
	7.A TOXICOLOGICAL DATA on intentionally added substances (IAS)
	

	Summary of the toxicological data:
	

	
	

	
	



	7.A TOXICOLOGICAL DATA on intentionally added substances (IAS)
	

	7.1 Genotoxicity
	

	7.1.1 Bacterial reverse mutation assay:
	

	
	

	
	

	7.1 Genotoxicity
	

	7.1.2 In vitro mammalian cell micronucleus test:
	

	
	

	
	

	7.1 Genotoxicity
	

	7.1.3 In vivo micronucleus test:
	

	
	

	
	

	7.1 Genotoxicity
	

	7.1.4 In vivo Comet assay:
	

	
	

	
	

	7.1 Genotoxicity
	

	7.1.5 Transgenic rodent gene mutation assay:
	

	
	

	
	

	7.1 Genotoxicity
	

	7.1.6 Other information:
	

	
	

	
	



	7.A TOXICOLOGICAL DATA on intentionally added substances (IAS)
	

	7.2 General toxicity
	

	7.2.1 Repeated dose 90-day oral toxicity study:
	

	
	

	
	

	7.2 General toxicity
	

	7.2.2 Combined chronic toxicity/carcinogenicity:
	

	
	

	
	

	7.2 General toxicity
	

	7.2.3 Reproduction/teratogenicity:
	

	
	

	
	

	7.2 General toxicity
	

	7.2.4 Other information:
	

	
	

	
	



	7.A TOXICOLOGICAL DATA on intentionally added substances (IAS)
	

	7.3 Metabolism
	

	7.3.1 Absorption, distribution, biotransformation and excretion:
	

	
	

	
	

	7.3 Metabolism
	

	7.3.2 Accumulation in man:
	

	
	

	
	

	7.3 Metabolism
	

	7.3.3 Other information:
	

	
	

	
	



	7.A TOXICOLOGICAL DATA on intentionally added substances (IAS)
	

	7.4 Miscellaneous
	

	7.4.1 Effects on immune system:
	

	
	

	
	

	7.4 Miscellaneous
	

	7.4.2 Neurotoxicity:
	

	
	

	
	

	7.4 Miscellaneous
	

	7.4.3 Other information:
	

	
	

	
	




7.B Toxicological Data on non-intentionally added substances (NIAS)
In this section, please provide toxicological data required for non-intentionally added substances (NIAS) as described in the EFSA Note for Guidance for the preparation of an application for the safety assessment of a substance to be used in plastic Food Contact Materials. (EFSA CEF Panel 2008, updated in 2021; https://doi.org/10.2903/j.efsa.2008.21r). 
	7.B TOXICOLOGICAL DATA on non-intentionally added substances (NIAS)
	

	Summary of the toxicological data:
	

	
	

	
	



	7.B TOXICOLOGICAL DATA on non-intentionally added substances (NIAS)
	

	7.1 Genotoxicity
	

	7.1.1 Bacterial reverse mutation assay:
	

	
	

	
	

	7.1 Genotoxicity
	

	7.1.2 In vitro mammalian cell micronucleus test:
	

	
	

	
	

	7.1 Genotoxicity
	

	7.1.3 In vivo micronucleus test:
	

	
	

	
	

	7.1 Genotoxicity
	

	7.1.4 In vivo Comet assay:
	

	
	

	
	

	7.1 Genotoxicity
	

	7.1.5 Transgenic rodent gene mutation assay:
	

	
	

	
	

	7.1 Genotoxicity
	

	7.1.6 Other information:
	

	
	

	
	



	7.B TOXICOLOGICAL DATA on non-intentionally added substances (NIAS)
	

	7.2 General toxicity
	

	7.2.1 Repeated dose 90-day oral toxicity study:
	

	
	

	
	

	7.2 General toxicity
	

	7.2.2 Combined chronic toxicity/carcinogenicity:
	

	
	

	
	

	7.2 General toxicity
	

	7.2.3 Reproduction/teratogenicity:
	

	
	

	
	

	7.2 General toxicity
	

	7.2.4 Other information:
	

	
	

	
	



	7.B TOXICOLOGICAL DATA on non-intentionally added substances (NIAS)
	

	7.3 Metabolism
	

	7.3.1 Absorption, distribution, biotransformation and excretion:
	

	
	

	
	

	7.3 Metabolism
	

	7.3.2 Accumulation in man:
	

	
	

	
	

	7.3 Metabolism
	

	7.3.3 Other information:
	

	
	

	
	



	7.B TOXICOLOGICAL DATA on non-intentionally added substances (NIAS)
	

	7.4 Miscellaneous
	

	7.4.1 Effects on immune system:
	

	
	

	
	

	7.4 Miscellaneous
	

	7.4.2 Neurotoxicity:
	

	
	

	
	

	7.4 Miscellaneous
	

	7.4.3 Other information:
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