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Format of Dossier

The dossier shall be completed by the applicant seeking the addition of a substance to Annex IV, or by applicants advocating for a deletion of a substance from the existing Annex IV.

Table 1 shall contain a clear identification of the applicant and substance in accordance with the substance identifiers described in Annex VI, section 1 and 2.

Table 2 shall contain the applicant’s conclusions (descriptive and numerical) on minimum risk based on the intrinsic properties of the substance, which shall be summarised for the main end-points.

Table 3 shall contain a clear identification of substances for which data have been used in accordance with the rules for grouping or read-across approach (set out in Annex XI, section 1.5).

Table 4 shall contain an overview of the information submitted by the applicant, including a confirmation that the information requirements in section 3 of the criteria document have been met, confirmation of compliance with the endpoint-specific criteria, values for each endpoint, and indications of adaptations according to column 2 of Annexes VII-X and Annex XI section 1 and 2, if appropriate.

More detailed information shall be provided in Annexes A-C of the submission (see below).

The dossier shall include robust study summaries in Annex A of the submission.

A description and justification shall be included in Annex B of the submission, if the specific rules for adaptation of the standard information requirements (column 2 in Annexes VII-X) have been applied.

A description and justification shall be included in Annex C of the submission, if the general rules for adaptation of the standard testing regime set out in Annexes VII-X have been applied (in accordance with Annex XI, sections 1 and 2).

Table 1           Identification of applicant and substance (according to Annex VI, section 1 and 2)

	1.1 Applicant

	1.1.1 Name, address, telephone number, fax
	     

	1.1.2. Contact person
	     

	2.1. Name or other identifier of each substance

	2.1.1. Name(s) in the IUPAC nomenclature or other international chemical name(s)

2.1.2. Other names (usual name, trade name,

abbreviation)

2.1.3. EINECS or ELINCS number (if

available and appropriate)

2.1.4. CAS name and CAS number (if

available)
	     

	2.2. Information related to molecular and structural formula of each substance

	2.2.1. Molecular and structural formula

(including SMILES notation, if available)

2.2.2 Information on optical activity (if

applicable and appropriate)

2.2.3. Molecular weight or molecular weight

range
	     

	2.3. Composition of each substance

	2.3.1. Degree of purity (%)

2.3.2. Nature of impurities, including isomers

and by-products

2.3.3. Percentage of (significant) main impurities

2.3.4. Nature and order of magnitude (......ppm, ......%) of any additives (e.g. stabilising agents or inhibitors)
2.3.5. Spectral data (ultra-violet, infra-red,

nuclear magnetic resonance or mass spectrum)

2.3.6. High-pressure liquid chromatogram, gas

chromatogram

2.3.7. Description of the analytical methods or the appropriate bibliographical references for the identification of the substance and, where appropriate, for the identification of impurities and additives. This information shall be sufficient to allow the methods to be reproduced.
	     


Conclusion on minimum risk:
The table shall be completed by the applicant. For each of the endpoints listed below, conclusions on minimum risk based on the intrinsic properties of the substance shall be provided (descriptive text relating the appropriate data to the criterion for the endpoints). The results of relevant robust study summaries attached at Annex A shall also be summarised.

Table 2
Conclusion on minimum risk
	Ref.

No.
	Properties
	Summary

	
	Physicochemical properties

	
	Explosive

properties
	     

	
	Flammability
	     

	
	Oxidising properties
	     

	
	Corrosive to

metals
	     

	
	Self-reactive

substance
	     

	
	Pyrophoric properties
	     

	
	Self-heating substance
	     

	
	Substance which in contact with water emits flammable gas
	     

	
	Organic peroxides
	     

	
	Toxicological information

	
	Toxicological information
	     

	
	Skin irritation
	     

	
	Eye irritation
	     

	
	Skin sensitisation
	     

	
	Mutagenicity
	     

	
	Acute toxicity
	     

	
	Repeated dose toxicity
	     

	
	Reproductive toxicity
	     

	
	Carcinogenicity
	     

	
	Toxicokinetics
	     

	
	Ecotoxicological information

	
	Aquatic toxicity
	     

	
	Degradation
	     

	
	Fate and behaviour in the environment
	     


Please also complete the following:
	
	YES
	NO

	Is the substance, due to its intrinsic properties, fulfilling the criteria for PBT and/or vPvB, or is it listed in the PBT working group list?
	     
	     

	Is the substance identified or suspected to have endocrine disrupting properties?
	     
	     

	Is the substance listed in Annex II or Annex III of the Cosmetic Directive 76/768/EEC?
	     
	     

	Is the substance listed in Annex I of EC 2037/2000?
	     
	     


Grouping of substances or read-across approach

It shall be stated if grouping of substances or read-across approach has been applied. The identity of the substances or group of substances used in the grouping or read-across shall be stated below. Identification of the substance for which data have been used according to the rules for grouping of substances or read-across approach shall be given by substance name, CAS number and EINECS or ELINCS number. The reference numbers from Annexes VII-X should be used to indicate the endpoints for which grouping or read​across has been applied.

Justification for the grouping or read-across shall be given at Annex C of this dossier; this documentation shall be clearly marked with the substance identity and relevant annex number.

Table 3
Identification of substances for which grouping or read-across    

approach has been applied

	Identity of substance or group of substances given as IUPAC name, CAS No. and EINECS or ELINCS
	Endpoints for which grouping or read-across has been applied (Use reference numbers from Annexes VII-X)

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


Table of information: This table shall be completed by the applicant.
Table 4
Overview of information in the submission

	Annex
	Ref
	End Points
	Information as required in section 3 of the criteria document have been submitted
	Compliance with criteria confirmed
	Value of endpoints
	Adaptation according to column 2 of Annexes VII-X applied
	Adaptation  according to  Annex XI  sections 1 and 2 applied

	
	
	
	Yes/No or NA according to column 2 Annex VII-X or Annex XI
	Yes/No/NA*

* not appropriate
	Unit has to be given for each individual endpoint
	Yes/No

Justification is to be annexed as separate

documentation
	Yes/No

Justification is to be annexed as separate

documentation

	
	
	Physicochemical properties
	
	
	
	
	

	VII
	7.1
	State of the substance
	     
	     
	     
	     
	     

	VII
	7.3
	Boiling point
	     
	     
	     
	     
	     

	VII
	7.5
	Vapour pressure
	     
	     
	     
	     
	     

	VII
	7.7
	Water solubility
	     
	     
	     
	     
	     

	VII
	7.8
	Partition coefficient n - octanol/water
	     
	     
	     
	     
	     

	VII
	7.9
	Flash point
	     
	     
	     
	     
	     

	VII
	7.10
	Flammability
	     
	     
	     
	     
	     

	VII
	7.11
	Explosive properties
	     
	     
	     
	     
	     

	VII
	7.12
	Self-ignition temperature
	     
	     
	     
	     
	     


	Annex
	Ref
	End Points
	Information as required in section 3 of the criteria document have been submitted
	Compliance with criteria confirmed
	Value of endpoints
	Adaptation according to column 2 of Annexes VII-X applied
	Adaptation  according to  Annex XI  sections 1 and 2 applied

	VII
	7.13
	Oxidising properties
	     
	     
	     
	     
	     

	VII
	7.14
	Granulometry
	     
	     
	     
	     
	     

	IX
	7.17
	Viscosity
	     
	     
	     
	     
	     

	
	
	Toxicological information
	
	
	
	
	

	VII
	8.1
	Skin irritation
	     
	     
	     
	     
	     

	VIII
	8.1.1
	In vivo skin irritation
	     
	     
	     
	     
	     

	VII
	8.2
	Eye irritation
	     
	     
	     
	     
	     

	VIII
	8.2.1
	In vivo eye irritation
	     
	     
	     
	     
	     

	VII
	8.3
	Skin sensitisation
	     
	     
	     
	     
	     

	VII
	8.4
	Mutagenicity
	     
	     
	     
	     
	     

	VII
	8.4.1
	In vitro gene mutation in bacteria
	     
	     
	     
	     
	     

	VIII
	8.4.2
	In vitro cytogenicity study in mammalian cells or in vitro micronucleus study
	     
	     
	     
	     
	     

	VIII
	8.4.3
	In vitro gene mutation study in mammalian cells
	     
	     
	     
	     
	     


	Annex
	Ref
	End Points
	Information as required in section 3 of the criteria document have been submitted
	Compliance with criteria confirmed
	Value of endpoints
	Adaptation according to column 2 of Annexes VII-X applied
	Adaptation  according to  Annex XI  sections 1 and 2 applied

	VII
	8.5
	Acute toxicity
	     
	     
	     
	     
	     

	VII
	8.5.1
	By oral route
	     
	     
	     
	     
	     

	VIII
	8.5.2
	By inhalation
	     
	     
	     
	     
	     

	VIII
	8.5.3
	By dermal route
	     
	     
	     
	     
	     

	VIII
	8.6
	Repeated dose toxicity
	     
	     
	     
	     
	     

	VIII
	8.6.1
	Short-term repeated dose toxicity study (28 days)
	     
	     
	     
	     
	     

	IX
	8.6.2
	Sub-chronic toxicity study (90 days)
	     
	     
	     
	     
	     

	VIII
	8.7
	Reproductive toxicity
	     
	     
	     
	     
	     

	VIII
	8.7.1
	Screening for reproductive/developmental toxicity
	     
	     
	     
	     
	     

	IX
	8.7.2
	Pre-natal development toxicity study
	     
	     
	     
	     
	     

	IX
	8.7.3
	Two-generation reproductive toxicity study
	     
	     
	     
	     
	     


	Annex
	Ref
	End Points
	Information as required in section 3 of the criteria document have been submitted
	Compliance with criteria confirmed
	Value of endpoints
	Adaptation according to column 2 of Annexes VII-X applied
	Adaptation  according to  Annex XI  sections 1 and 2 applied

	X
	8.9.1
	Carcinogenicity study (if available)
	     
	     
	     
	     
	     

	VIII
	8.8
	Toxicokinetics
	     
	     
	     
	     
	     

	VIII
	8.8.1
	Asse ssment of the toxicokinetic behaviour of the substance to the extent that can be derived from relevant available information
	     
	     
	     
	     
	     

	
	
	Ecotoxicological information
	
	
	
	
	

	VII
	9.1
	Aquatic toxicity 
	     
	     
	     
	     
	     

	VII
	9.1.1
	Short term toxicity testing on invertebrates (Daphnia)
	     
	     
	     
	     
	     

	VII
	9.1.2
	Growth inhibition study aquatic plants (algae)
	     
	     
	     
	     
	     

	VIII
	9.1.3
	Short term toxicity testing on fish
	     
	     
	     
	     
	     

	VIII
	9.1.4
	Activated sludge respiration inhibition test
	     
	     
	     
	     
	     


	Annex
	Ref
	End Points
	Information as required in section 3 of the criteria document have been submitted
	Compliance with criteria confirmed
	Value of endpoints
	Adaptation according to column 2 of Annexes VII-X applied
	Adaptation  according to  Annex XI  sections 1 and 2 applied

	IX
	9.1.5
	Long term toxicity testing on invertebrates (Daphnia)
	     
	     
	     
	     
	     

	IX
	9.1.6
	Long term toxicity testing on fish
	     
	     
	     
	     
	     

	IX
	9.1.6.1
	Fish early-life stage (FELS) toxicity test
	     
	     
	     
	     
	     

	IX
	9.1.6.2
	Fish short-term toxicity test on embryo and sac-fry stages
	     
	     
	     
	     
	     

	IX
	9.1.6.3
	Fish, juvenile growth test
	     
	     
	     
	     
	     

	VII
	9.2
	Degradation
	     
	     
	     
	     
	     

	VII
	9.2.1
	Biotic
	     
	     
	     
	     
	     

	VII
	9.2.1.1
	Ready biodegradability
	     
	     
	     
	     
	     

	IX
	9.2.1.2
	Simulation testing on ultimate degradation in surface water
	     
	     
	     
	     
	     

	IX
	9.2.1.3
	Soil simulation testing
	     
	     
	     
	     
	     

	IX
	9.2.1.4
	Sediment simulation testing
	     
	     
	     
	     
	     

	VIII
	9.2.2
	Abiotic
	     
	     
	     
	     
	     


	Annex
	Ref
	End Points
	Information as required in section 3 of the criteria document have been submitted
	Compliance with criteria confirmed
	Value of endpoints
	Adaptation according to column 2 of Annexes VII-X applied
	Adaptation  according to  Annex XI  sections 1 and 2 applied

	VIII
	9.2.2.1
	Hydrolysis as a function of pH
	     
	     
	     
	     
	     

	IX
	9.2.3
	Identification of degradation products
	     
	     
	     
	     
	     

	VIII
	9.3
	Fate and behaviour in the 
	     
	     
	     
	     
	     

	VIII
	9.3.1
	Adsorption/desorption screening
	     
	     
	     
	     
	     

	IX
	9.3.2
	Bioaccumalation in aquatic species, preferable fish
	     
	     
	     
	     
	     

	IX
	9.3.3
	Further information on adsorption/desorption
	     
	     
	     
	     
	     

	X
	9.3.4
	Further information on the environmental fate and behaviour of the substance and/or the degradation products (if available)
	     
	     
	     
	     
	     

	IX
	9.4
	Effects on terrestrial organisms
	     
	     
	     
	     
	     

	IX
	9.4.1
	Short-term toxicity in invertebrates
	     
	     
	     
	     
	     


	Annex
	Ref
	End Points
	Information as required in section 3 of the criteria document have been submitted
	Compliance with criteria confirmed
	Value of endpoints
	Adaptation according to column 2 of Annexes VII-X applied
	Adaptation  according to  Annex XI  sections 1 and 2 applied

	IX
	9.4.2
	Effects on soil micro-organisms
	     
	     
	     
	     
	     

	IX
	9.4.3
	Short-term toxicity to plants
	     
	     
	     
	     
	     

	X
	9.4.4
	Long-term toxicity testing on invertebrates (if available)
	     
	     
	     
	     
	     

	X
	9.4.6
	Long-term toxicity testing on plants (if available)
	     
	     
	     
	     
	     

	X
	9.5.1
	Long-term toxicity to sediment organisms (if available)
	     
	     
	     
	     
	     

	X
	9.6.1
	Long-term or reproductive toxicity to birds (if available)
	     
	     
	     
	     
	     


Annex A
Robust study summaries

Robust study summaries shall be included in Annex A and shall be clearly marked with the substance name and the reference number of the relevant section in Annexes VII-X.

	Robust study summaries

	     


Annex B
Adaptation according to column 2 of Annex VII-X

A description and justification shall be included in Annex B, if the specific rules for adaptation of the standard information requirements (column 2 in Annexes VII-X) have been applied. The description shall clearly indicate the substance name and the reference number(s) for the information requirements in Annexes VII-X, where adaptations have been applied.

	Adaptation according to column 2 of Annex VII-X

	     


Annex C
Adaptation according to Annex XI Section 1 or 2

A description and justification shall be included in Annex C, if the general rules for adaptation of the standard testing regime set out in Annexes VII-X have been applied (in accordance with Annex XI, sections 1 and 2). The description shall clearly indicate the substance name and the reference number(s) for the information requirements in Annexes VII-X, where adaptations have been applied.
	Adaptation according to Annex XI Section 1 or 2
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