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Version History
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	What

	Date (Year/Month)
	Initial DAR/RAR

	March 2024
	Updated template consequent to new and/or revised sections in view of the new hazard classes introduced by Commission Delegated Regulation 2023/707 of 19 December 2022 amending the CLP Regulation (EC) No 1272/2008 as regards hazard classes and criteria for the classification, labelling and packaging of substances and mixtures. In particular, the new sections on PBT, vPvB, PMT, vPvM  (cf sections 2.10 and 2.11) were extracted and directly taken over from the updated standalone ECHA CLH report template, as published on ECHA website (CLH report template (with explanations), and reproduced in the combined template without any modification. With regard to the new hazard classes on endocrine disruption for human health or the environment, the existing ED template following the structure of the ECHA/EFSA ED Guidance has been maintained, with the addition of the classification-specific elements taken over from the ECHA standalone template, as a pragmatic approach (cf section 2.12). 

No updates made to any other section.




The RMS is the author of the Assessment Report. The Assessment Report is based on the validation by the RMS, and the verification during the EFSA peer-review process, of the information submitted by the Applicant in the dossier, including the Applicant’s assessments provided in the summary dossier. As a consequence, data and information including assessments and conclusions, validated and verified by the RMS experts, may be taken from the applicant’s (summary) dossier and included as such or adapted/modified by the RMS in the Assessment Report. For reasons of efficiency, the Assessment Report should include the information validated/verified by the RMS, without detailing which elements have been taken or modified from the Applicant’s assessment. As the Applicant’s summary dossier is published, the experts, interested parties, and the public may compare both documents for getting details on which elements of the Applicant’s dossier have been validated/verified and which ones have been modified by the RMS. Nevertheless, the views and conclusions of the RMS should always be clearly and transparently reported; the conclusions from the applicant should be included as an Applicant’s statement for every single study reported at study level; and the RMS should justify the final assessment for each endpoint in all cases, indicating in a clear way the Applicant’s assessment and the RMS reasons for supporting or not the view of the Applicant.
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[bookmark: _Toc161686099]Statement of subject matter and purpose for which this report has been prepared and background information on the application

[bookmark: _Toc161686100]Context in which this draft assessment report was prepared

[bookmark: _Toc161686101]Purpose for which the draft assessment report was prepared
Information should be provided if the draft assessment report is prepared for a new active substance (NAS) or for the Renewal of the approval. It should also be indicated if a proposal for MRL-setting is included and/or a proposal for Classification & Labelling.



[bookmark: _Toc161686102]Arrangements between rapporteur Member State and co-rapporteur Member State


[bookmark: _Toc161686103]EU Regulatory history for use in Plant Protection Products
If applicable, information should be provided on the approval of the active substance and subsequent renewals. It should also be indicated if relevant Reasoned Opinions, EFSA-conclusions, MRL-proposals are available.
For renewals the history should indicate where possible:
- Whether the substance was first evaluated as part of a programme for Existing Active Substances (review list 1, 
2, 3A, 3B, 4) or New Active Substance indicating specifically if an EFSA-conclusion is available;
- All decisions and review reports available for the respective active substance;
- Any changes in RMS, Co-RMS, applicant; 
- If and when confirmatory data has been submitted and considered.


[bookmark: _Toc161686104]Evaluations carried out under other regulatory contexts
Information should be provided if there are any other relevant EU-evaluations of the active substance carried out in the framework of other relevant EU-legislation (e.g. biocides, flavourings, food additives, cosmetics). Also information should be provided on relevant and recent evaluations of countries other than EU (e.g. US-EPA, PMRA) and international organisations like JMPR, WHO/FAO as well as on information exchange within OECD.




[bookmark: _Toc161686105]Applicant information

1.2.1 [bookmark: _Toc161686106]Name and address of applicant(s) for approval of the active substance

.


1.2.2 [bookmark: _Toc161686107]Producer or producers of the active substance 




1.2.3 [bookmark: _Toc161686108]Information relating to the collective provision of dossiers 
Information should be provided related to (the forming of) Task Forces



[bookmark: _Toc161686109]Identity of the active substance
The information under point 1.3.1 – 1.3.9 should be provided in a table compatible with Vol. 3 and LoEP.
	[bookmark: _Toc161686110]Common name proposed or ISO-accepted and synonyms

	

	[bookmark: _Toc161686111]Chemical name (IUPAC and CA nomenclature)


	IUPAC
	

	CA
	

	[bookmark: _Toc161686112]Producer’s development code number
	This item should be also included in the LoEP

	[bookmark: _Toc161686113]CAS, EEC and CIPAC numbers


	CAS
	

	EEC
	

	CIPAC
	

	[bookmark: _Toc161686114]Molecular and structural formula, molecular mass


	Molecular formula
	

	Structural formula
	

	Molecular mass
	

	[bookmark: _Toc161686115]Method of manufacture (synthesis pathway) of the active substance

	

	[bookmark: _Toc161686116]Specification of purity of the active substance in g/kg

	

	[bookmark: _Toc161686117]Identity and content of additives (such as stabilisers) and impurities
Isomers not covered by the common name should be listed here, as impurities.

	[bookmark: _Toc161686118]Additives
	

	[bookmark: _Toc161686119]Significant impurities
	

	[bookmark: _Toc161686120]Relevant impurities

	

	[bookmark: _Toc161686121]Analytical profile of batches

	





[bookmark: _Toc161686122]Information on the plant protection product
The information under point 1.4.1 – 1.4.8 should be provided for all Plant Protection Products in an overview table.
	[bookmark: _Toc161686123]Applicant
	

	[bookmark: _Toc161686124]Producer of the plant protection product 

	

	[bookmark: _Toc161686125]Trade name or proposed trade name and producer's development code number of the plant protection product

	

	[bookmark: _Toc161686126]Detailed quantitative and qualitative information on the composition of the plant protection product


	[bookmark: _Toc161686127]Composition of the plant protection product

	

	[bookmark: _Toc161686128]Information on the active substances
	

	[bookmark: _Toc161686129]Information on safeners, synergists and co-formulants
	

	[bookmark: _Toc161686130]Type and code of the plant protection product  

	

	[bookmark: _Toc161686131]Function 

	E.g. herbicide, insecticide, fungicide, plant growth regulator.

	[bookmark: _Toc161686132]Field of use envisaged

	E.g. crops, orchards, seed treatment


	[bookmark: _Toc161686133]Effects on harmful organisms 

	E.g. systemic, protective or curative, mode of action, range of target organisms. 




[bookmark: _Toc161686134]Detailed Uses of the plant protection product
To be included for each preparation for which documentation was submitted




[bookmark: _Toc161686135]Details of representative uses

	Crop and/or situation
(a)
	Member State
	Product Name
	F
G
I
(b)
	Pests or group of pests controlled
(c)
	Formulation
	Application
	Application rate per treatment
	PHI (days)
(m)
	Remarks


	
	
	
	
	
	Type
(d-f)
	Conc of a.i. g/kg
(i)
	Method kind
(f-h)
	Growth stage and season
(j)
	Number min max
(k)
	Interval between applications
(min)
	Kg a.i./hl min max
(g/hl)
(l)
	Water l/ha min max
	Kg a.i./ha min max (*)
(g/ha)
(l)
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	



	(a)	For crops, the EU and Codex classification (both) should be taken into account ; where relevant, the use situation should be described (e.g. fumigation of a structure)
(b)	Outdoor or field use (F), greenhouse application (G) or indoor application (I)
(c)	e.g. biting and sucking insects, soil born insects, foliar fungi, weeds
(d)	e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
(e)	GCPF Codes – GIFAP Technical Monograph N° 2, 1989
(f)	All abbreviations used must be explained
(g)	Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
(h)	Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant – type of equipment used must be indicated
	(i)	g/kg or g/L. Normally the rate should be given for the active substance (according to ISO) and not for the variant in order to compare the rate for same active substances used in different variants (e.g. fluoroxypyr). In certain cases, where only one variant synthesised, it is more appropriate to give the rate for the variant (e.g. benthiavalicarb-isopropyl).
(j)   Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN    3-8263-3152-4), including where relevant, information on season at time of application
(k)	Indicate the minimum and maximum number of application possible under practical conditions of use
(l)	The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha
(m)	PHI - minimum pre-harvest interval 

	
	



Substance name	Volume 1 – Level 1	

[bookmark: _Toc161686136]Further information on representative uses
Information should be provided like:
- Details on method of application for specialised applications e.g. soil fumigants; 
- Details on number and timing of applications and duration of protection, in case the GAP table gives ranges;  
- Necessary waiting period or other precautions to avoid phytotoxic effects on succeeding crops; 
- Proposed instructions for use.

Substance name	Volume 1 – Level 1	

[bookmark: _Toc161686137]Details of other uses applied for to support the setting of MRLs for uses beyond the representative uses

This information should also be provided in the format of a GAP table; however these uses should not be covered by the GAP table under 1.5.1.

[bookmark: _Toc161686138]Overview on authorisations in EU Member States

This would apply for renewal submissions and it is expected that information in line with the Guidance Document on the renewal of approval of active substances to be assessed in compliance with Regulation (EU) No 844/2012 Appendix II Point 5 would be included here.
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Substance name	Volume 1 – Level 2

[bookmark: _Toc161686139]Summary of active substance hazard and of product risk assessment
In every section a conclusion should be drawn, deficiencies indicated and any problems together with their regulatory consequences listed.

[bookmark: _Toc453058814]Summary of methodology proposed by the applicant for literature review and for all sections



[bookmark: _Toc161686140]Identity

[bookmark: _Toc161686141]Summary or identity
Any issues related to e.g. impurities, isomers, pilot plant, full scale production should be listed here. 

[bookmark: _Toc161686142]Physical and chemical properties [equivalent to section 7 of the CLH report template]

[bookmark: _Toc161686143]Summary of physical and chemical properties of the active substance
Table 1:  Summary of physicochemical properties of the active substance
	Property
	Value
	Reference 
	Comment (e.g. measured or estimated)

	Physical state at 20°C and 101,3 kPa
	
	
	

	Melting/freezing point
	
	
	

	Boiling point
	
	
	

	Relative density
	
	
	

	Vapour pressure
	
	
	

	Surface tension
	
	
	

	Water solubility
	
	
	

	Partition coefficient n-octanol/water
	
	
	

	Henry’s law constant
	
	
	

	Flash point
	
	
	

	Flammability
	
	
	

	Explosive properties
	
	
	

	Self-ignition temperature
	
	
	

	Oxidising properties
	
	
	

	Granulometry
	
	
	

	Solubility in organic solvents and identity of relevant degradation products
	
	
	

	Dissociation constant
	
	
	

	Viscosity
	
	
	

	Spectra (UV/VIS, IR, NMR, MS), molar extinction at relevant wavelengths, optical purity
	
	
	




[bookmark: _Toc161686144]Evaluation of physical hazards [equivalent to section 8 of the CLH report template] 

Please fill relevant sections.

2.2.1.1.1	Explosives [equivalent to section 8.1 of the CLH report template]
Table 2:  Summary table of studies on explosive properties
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.1.1 	Short summary and overall relevance of the provided information on explosive properties
Please make a short summary of studies on explosive properties and conclude on the relevance of the provided data.

2.2.1.1.1.2 	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. explosive properties.

2.2.1.1.1.3 	Conclusion on classification and labelling for explosive properties
Please conclude on classification and labelling for explosive properties according to the CLP criteria.

2.2.1.1.2 	Flammable gases (including chemically unstable gases) [equivalent to section 8.2 of the CLH report template]
Table 3:  Summary table of studies on flammable gases (including chemically unstable gases)
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.2.1	Short summary and overall relevance of the provided information on flammable gases (including chemically unstable gases)
Please make a short summary of studies on flammable gases (including chemically unstable gases) and conclude on the relevance of the provided data.

2.2.1.1.2.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. flammable gases (including chemically unstable gases).

2.2.1.1.2.3	Conclusion on classification and labelling for flammable gases
Please conclude on classification and labelling for flammable gases (including chemically unstable gases) according to the CLP criteria.

2.2.1.1.3	Oxidising gases [equivalent to section 8.3 of the CLH report template]
Table 4:  Summary table of studies on oxidising gases
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.3.1	Short summary and overall relevance of the provided information on oxidising gases
Please make a short summary of studies on oxidising gases and conclude on the relevance of the provided data.

2.2.1.1.3.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. oxidising gases.

2.2.1.1.3.3	Conclusion on classification and labelling for oxidising gases
Please conclude on classification and labelling for oxidising gases according to the CLP criteria.

2.2.1.1.4	Gases under pressure [equivalent to section 8.4 of the CLH report template]
Table 5:  Summary table of studies on gases under pressure
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.4.1	Short summary and overall relevance of the provided information on gases under pressure
Please make a short summary of studies on gases under pressure and conclude on the relevance of the provided data.

2.2.1.1.4.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. gases under pressure.

2.2.1.1.4.3	Conclusion on classification and labelling for gases under pressure
Please conclude on classification and labelling for gases under pressure according to the CLP criteria.

2.2.1.1.5	Flammable liquids [equivalent to section 8.5 of the CLH report template]
Table 6:  Summary table of studies on flammable liquids
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.5.1	Short summary and overall relevance of the provided information on flammable liquids
Please make a short summary of studies on flammable liquids and conclude on the relevance of the provided data.

2.2.1.1.5.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. flammable liquids.

2.2.1.1.5.3	Conclusion on classification and labelling for flammable liquids
Please conclude on classification and labelling for flammable liquids according to the CLP criteria.

2.2.1.1.6	Flammable solids [equivalent to section 8.6 of the CLH report template]
Table 7:  Summary table of studies on flammable solids
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.6.1	Short summary and overall relevance of the provided information on flammable solids
Please make a short summary of studies on flammable solids and conclude on the relevance of the provided data.

2.2.1.1.6.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. flammable solids.

2.2.1.1.6.3	Conclusion on classification and labelling for flammable solids
Please conclude on classification and labelling for flammable solids according to the CLP criteria.

2.2.1.1.7	Self-reactive substances [equivalent to section 8.7 of the CLH report template]
Table 8:  Summary table of studies on self-reactivity
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.7.1	Short summary and overall relevance of the provided information on self-reactive substances
Please make a short summary of studies on self-reactive substances and conclude on the relevance of the provided data.

2.2.1.1.7.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. self-reactive substances.

2.2.1.1.7.3	Conclusion on classification and labelling for self-reactive substances
Please conclude on classification and labelling for self-reactive substances according to the CLP criteria.

2.2.1.1.8	Pyrophoric liquids [equivalent to section 8.8 of the CLH report template]
Table 9:  Summary table of studies on pyrophoric liquids
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.8.1	Short summary and overall relevance of the provided information on pyrophoric liquids
Please make a short summary of studies on pyrophoric liquids and conclude on the relevance of the provided data.

2.2.1.1.8.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. pyrophoric liquids.

2.2.1.1.8.3	Conclusion on classification and labelling for pyrophoric liquids
Please conclude on classification and labelling for pyrophoric liquids according to the CLP criteria.

2.2.1.1.9	Pyrophoric solids [equivalent to section 8.9 of the CLH report template]
Table 10:  Summary table of studies on pyrophoric solids
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.9.1	Short summary and overall relevance of the provided information on pyrophoric solids
Please make a short summary of studies on pyrophoric solids and conclude on the relevance of the provided data.

2.2.1.1.9.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. pyrophoric solids.

2.2.1.1.9.3	Conclusion on classification and labelling for pyrophoric solids
Please conclude on classification and labelling for pyrophoric solids according to the CLP criteria.

2.2.1.1.10	Self-heating substances [equivalent to section 8.10 of the CLH report template]
Table 11:  Summary table of studies on self-heating substances
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.10.1	Short summary and overall relevance of the provided information on self-heating substances
Please make a short summary of studies on self-heating substances and conclude on the relevance of the provided data.

2.2.1.1.10.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. self-heating substances.

2.2.1.1.10.3	Conclusion on classification and labelling for self-heating substances
Please conclude on classification and labelling for self-heating substances according to the CLP criteria.

2.2.1.1.11	Substances which in contact with water emit flammable gases [equivalent to section 8.11 of the CLH report template]
Table 12:  Summary table of studies on substances which in contact with water emit flammable gases
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.11.1	Short summary and overall relevance of the provided information on substances which in contact with water emit flammable gases
Please make a short summary of studies on substances which in contact with water emit flammable gases and conclude on the relevance of the provided data.

2.2.1.1.11.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. substances which in contact with water emit flammable gases.

2.2.1.1.11.3	Conclusion on classification and labelling for substances which in contact with water emit flammable gases
Please conclude on classification and labelling for substances which in contact with water emit flammable gases according to the CLP criteria.

2.2.1.1.12	Oxidising liquids [equivalent to section 8.12 of the CLH report template]
Table 13:  Summary table of studies on oxidising liquids
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.12.1	Short summary and overall relevance of the provided information on oxidising liquids
Please make a short summary of studies on oxidising liquids and conclude on the relevance of the provided data.

2.2.1.1.12.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. oxidising liquids.

2.2.1.1.12.3	Conclusion on classification and labelling for oxidising liquids
Please conclude on classification and labelling for oxidising liquids according to the CLP criteria.

2.2.1.1.13	Oxidising solids [equivalent to section 8.13 of the CLH report template]
Table 14:  Summary table of studies on oxidising solids
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.13.1	Short summary and overall relevance of the provided information on oxidising solids
Please make a short summary of studies on oxidising solids and conclude on the relevance of the provided data.

2.2.1.1.13.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. oxidising solids.

2.2.1.1.13.3	Conclusion on classification and labelling for oxidising solids
Please conclude on classification and labelling for oxidising solids according to the CLP criteria.

2.2.1.1.14	Organic peroxides [equivalent to section 8.14 of the CLH report template]
Table 15:  Summary table of studies on organic peroxides
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.14.1	Short summary and overall relevance of the provided information on organic peroxides
Please make a short summary of studies on organic peroxides and conclude on the relevance of the provided data.

2.2.1.1.14.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. organic peroxides.

2.2.1.1.14.3	Conclusion on classification and labelling for organic peroxides
Please conclude on classification and labelling for organic peroxides according to the CLP criteria.

2.2.1.1.15	Corrosive to metals [equivalent to section 8.15 of the CLH report template]
Table 16:  Summary table of studies on the hazard class corrosive to metals
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

2.2.1.1.15.1	Short summary and overall relevance of the provided information on the hazard class corrosive to metals
Please make a short summary of studies on the hazard class corrosive to metals and conclude on the relevance of the provided data.

2.2.1.1.15.2	Comparison with the CLP criteria
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. corrosive to metals.

2.2.1.1.15.3	Conclusion on classification and labelling for corrosive to metals
Please conclude on classification and labelling for corrosive to metals according to the CLP criteria.


[bookmark: _Toc469484742][bookmark: _Toc161686145]Summary of physical and chemical properties of the plant protection product
Information on the physical and chemical properties of the plant protection product is not considered to be of relevance for the CLP process conducted by ECHA.


[bookmark: _Toc469484743][bookmark: _Toc161686146]Data on application and efficacy
For efficacy it is intended that limited summary information is placed under each of the headings here to address the requirements of Article 4(3) of Regulation (EC) No 1107/2009. The information should be in line with the relevant guidance:
· for new active substances: SANCO E3 WORKING DOCUMENT (Data requirements on efficacy for the dossier to be submitted for the approval of new active substances as defined under Regulation (EC) No 1107/2009 contained in plant protection products);
· for renewals: Guidance Document on the renewal of approval of active substances to be assessed in compliance with Regulation (EU) No 844/2012 Appendix II (SANCO/2012/11251).

[bookmark: _Toc469484744][bookmark: _Toc161686147]Summary of effectiveness



[bookmark: _Toc469484745][bookmark: _Toc161686148]Summary of information on the development of resistance


[bookmark: _Toc469484746][bookmark: _Toc161686149]Summary of adverse effects on treated crops



[bookmark: _Toc469484747][bookmark: _Toc161686150]Summary of observations on other undesirable or unintended side-effects




[bookmark: _Toc469484748][bookmark: _Toc161686151]Further information

[bookmark: _Toc469484749][bookmark: _Toc161686152]Summary of methods and precautions concerning handling, storage, transport or fire


[bookmark: _Toc469484750][bookmark: _Toc161686153]Summary of procedures for destruction or decontamination



[bookmark: _Toc469484751][bookmark: _Toc161686154]Summary of emergency measures in case of an accident




[bookmark: _Toc469484752][bookmark: _Toc161686155]Methods of analysis

[bookmark: _Toc469484753][bookmark: _Toc161686156]Methods used for the generation of pre-authorisation data


[bookmark: _Toc469484754][bookmark: _Toc161686157]Methods for post control and monitoring purposes



[bookmark: _Toc469484755][bookmark: _Toc161686158]Effects on human and animal health

The standard summaries in section 2.6 should be presented as usual, as required for the exposure and risk assessment in the approval/renewal process, with the C&L sections to be added additionally. More precisely, the PPP numbering should be maintained with the effects data summarized under these headings. However, in the sub-headings related to CLP (i.e. comparison with criteria and conclusions) cross-references to relevant sections e.g. STOT-SE, STOT-RE and/or reprotoxicity can be included as appropriate. Similarly, in the sections where the hazard classes (e.g. STOT RE, reprotoxicity etc.) are discussed, cross-references to the sections where effects data are summarized and discussed should be included (e.g. long-term toxicity/neurotoxicity). In section 2.6, information should cover effects observed at all dose levels, in order to address both setting of NOAEL/LOAEL and need for classification.
Immunotoxicity studies should be presented under ‘Summary of further toxicological studies on the active substance’ to be in line with the PPP data requirements. Whenever necessary, cross references can be applied.

More detailed results of the studies are presented in Volume 3, section B.6.


[bookmark: _Toc469484756][bookmark: _Toc161686159]Summary of absorption, distribution, metabolism and excretion in mammals [equivalent to section 9 of the CLH report template]

Table 17:  Summary table of toxicokinetic studies
	[bookmark: _Toc418769388]Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.


[bookmark: _Toc161686160]Short summary and overall relevance of the provided toxicokinetic information on the proposed classification(s)

Please summarise and conclude on the relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline. Please indicate possible influence of the toxicokinetic studies on the classification proposal.


[bookmark: _Toc469484757]
[bookmark: _Toc161686161][bookmark: _Toc418769390]Summary of acute toxicity

[bookmark: _Toc161686162]Acute toxicity - oral route [equivalent to section 10.1 of the CLH report template]
Table 18:  Summary table of animal studies on acute oral toxicity
	Method, guideline, deviations1 if any
	Species, strain, sex, no/group
	Test substance 
	Dose levels, duration of exposure 
	Value
LD50
	Reference

	
	
	
	
	
	

	
	
	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.

Please insert/delete rows according to the number of studies.
Table 19:  Summary table of human data on acute oral toxicity
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.
	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 20:  Summary table of other studies relevant for acute oral toxicity
[bookmark: _Toc418769391]Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Short summary and overall relevance of the provided information on acute oral toxicity
[bookmark: _Toc418769392]
Please make a short summary of the acute oral toxicity studies and conclude on the relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline.


Comparison with the CLP criteria regarding acute oral toxicity

[bookmark: _Toc418769393]Please compare the results with the CLP classification criteria for the hazard class in question, i.e. acute oral toxicity.


Conclusion on classification and labelling for acute oral toxicity
[bookmark: _Toc418769394]
Please conclude on the classification and labelling for acute oral toxicity according to the CLP classification criteria.


[bookmark: _Toc161686163]Acute toxicity - dermal route [equivalent to section 10.2 of the CLH report template]
Table 21:  Summary table of animal studies on acute dermal toxicity 
	Method, guideline, deviations1 if any
	Species, strain, sex, no/group
	Test substance 
	Dose levels, 
duration of exposure 
	Value
LD50
	Reference

	
	
	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

Table 22:  Summary table of human data on acute dermal toxicity 
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.
	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 23:  Summary table of other studies relevant for acute dermal toxicity 
[bookmark: _Toc418769395]Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Short summary and overall relevance of the provided information on acute dermal toxicity
[bookmark: _Toc418769396]
Please make a short summary of the acute dermal toxicity studies and conclude on the relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline.


Comparison with the CLP criteria regarding acute dermal toxicity
[bookmark: _Toc418769397]
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. acute dermal toxicity.


Conclusion on classification and labelling for acute dermal toxicity 
[bookmark: _Toc418769398]
Please conclude on the classification and labelling for acute dermal toxicity according to the CLP classification criteria.


[bookmark: _Toc161686164]Acute toxicity - inhalation route [equivalent to section 10.3 of the CLH report template]
Table 24:  Summary table of animal studies on acute inhalation toxicity 
	Method, guideline, deviations1 if any
	Species, strain, sex, no/group
	Test substance, form and particle size (MMAD)
	Dose levels, duration of exposure 
	Value
LC50
	Reference

	
	
	
	
	
	

	
	
	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

Table 25:  Summary table of human data on acute inhalation toxicity 
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.
	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 26:  Summary table of other studies relevant for acute inhalation toxicity 
[bookmark: _Toc418769399]Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Short summary and overall relevance of the provided information on acute inhalation toxicity
[bookmark: _Toc418769400]
Please make a short summary of the acute inhalation toxicity studies and conclude on the relevance of the provided data and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline. Please consider also if the data indicates that the mechanism of toxicity is corrosivity.


Comparison with the CLP criteria regarding acute inhalation toxicity
[bookmark: _Toc418769401]
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. acute inhalation toxicity.


Conclusion on classification and labelling for acute inhalation toxicity
[bookmark: _Toc418769406]
Please conclude on classification and labelling for acute inhalation toxicity according to the CLP criteria.


[bookmark: _Toc161686165]Skin corrosion/irritation [equivalent to section 10.4 of the CLH report template]
Table 27:  Summary table of animal studies on skin corrosion/irritation
	Method, guideline, deviations1 if any
	Species, strain, sex, no/group
	Test substance 
	Dose levels, 
duration of exposure
	Results
- Observations and time point of onset2
- Mean scores/animal
- Reversibility

	Reference

	
	
	
	
	
	

	
	
	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
2This information can also be presented in more detail, if needed, as a text under the table.
Please insert/delete rows according to the number of studies.
Table 28:  Summary table of human data on skin corrosion/irritation
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.
	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 29:  Summary table of other studies relevant for skin corrosion/irritation
Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations

	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Short summary and overall relevance of the provided information on skin corrosion/irritation

Please make a short summary of skin corrosion/irritation studies and conclude on the relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline.

Comparison with the CLP criteria regarding skin corrosion/irritation

Please compare the results with the CLP classification criteria for the hazard class in question, i.e. skin corrosion/irritation.

Conclusion on classification and labelling for skin corrosion/irritation

Please conclude on classification and labelling for skin corrosion/irritation according to the CLP criteria. Consider also a potential need of setting a specific concentration limit.


[bookmark: _Toc161686166]Serious eye damage/eye irritation [equivalent to section 10.5 of the CLH report template]
Table 30:  Summary table of animal studies on serious eye damage/eye irritation
	Method, guideline, deviations1 if any
	Species, strain, sex, no/group
	Test substance 
	Dose levels 
duration of exposure
	Results
- Observations and time point of onset2
- Mean scores/animal
- Reversibility
	Reference

	
	
	
	
	
	

	
	
	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
2This information can also be presented in more detail, if needed, as a text under the table.
Please insert/delete rows according to the number of studies.
Table 31:  [bookmark: _Toc418769407]Summary table of human data on serious eye damage/eye irritation
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.

	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 32:  Summary table of other studies relevant for serious eye damage/eye irritation
Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Short summary and overall relevance of the provided information on serious eye damage/eye irritation
[bookmark: _Toc418769408]
Please make a short summary of serious eye damage/eye irritation studies and conclude on the relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline.


Comparison with the CLP criteria regarding serious eye damage/eye irritation
[bookmark: _Toc418769409]
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. serious eye damage/eye irritation.

Conclusion on classification and labelling for serious eye damage/eye irritation
[bookmark: _Toc418769410]
Please conclude on classification and labelling for serious eye damage/eye irritation according to the CLP criteria. Consider also a potential need of setting a specific concentration limit.

[bookmark: _Toc161686167]Respiratory sensitisation [equivalent to section 10.6 of the CLH report template]
Table 33:  [bookmark: _Toc418769414]Summary table of animal studies on respiratory sensitisation
	Method, guideline, deviations1 if any
	Species, strain, sex, no/group
	Test substance 
	Dose levels, duration of exposure 
	Results
	Reference

	
	
	
	
	
	

	
	
	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

Table 34:  Summary table of human data on respiratory sensitisation
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.

	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 35:  Summary table of other studies relevant for respiratory sensitisation
Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


[bookmark: _Toc418769411]Please insert/delete rows according to the number of studies.

Short summary and overall relevance of the provided information on respiratory sensitisation
[bookmark: _Toc418769412]
Please make a short summary of respiratory sensitisation studies and conclude on the relevance of the provided data and uncertainty or controversy of the provided data.


Comparison with the CLP criteria regarding respiratory sensitisation
[bookmark: _Toc418769413]
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. respiratory sensitisation.

Conclusion on classification and labelling for respiratory sensitisation

Please conclude on classification and labelling for respiratory sensitisation according to the CLP criteria. Consider also a potential need of setting a specific concentration limit.

[bookmark: _Toc161686168]Skin sensitisation [equivalent to section 10.7 of the CLH report template]
Table 36:  [bookmark: _Toc418769415]Summary table of animal studies on skin sensitisation
	Method, guideline, deviations1 if any
	Species, strain, sex, no/group
	Test substance 
	Dose levels 
duration of exposure 
	Results


	Reference

	
	
	
	
	
	

	
	
	
	
	
	


1 It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

Table 37:  Summary table of human data on skin sensitisation
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.

	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 38:  Summary table of other studies relevant for skin sensitisation
Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Short summary and overall relevance of the provided information on skin sensitisation
[bookmark: _Toc418769416]
Please make a short summary of skin sensitisation studies and conclude on the relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline.

2.6.2.7.2	Comparison with the CLP criteria regarding skin sensitisation
[bookmark: _Toc418769417]
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. skin sensitisation.

2.6.2.7.3	Conclusion on classification and labelling for skin sensitisation

Please conclude on classification and labelling for skin sensitisation according to the CLP criteria. Consider also a potential need of setting a specific concentration limit.

[bookmark: _Toc161686169]Phototoxicity 
Table 39:  Summary table of studies on phototoxicity
	Method, guideline, deviations1 if any
	Test substance 
	Dose levels 
duration of exposure
	Results
	Reference

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results. 
Please insert/delete rows according to the number of studies.

Table 40:  Summary table of human data on phototoxicity
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.

	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 41:  Summary table of other studies relevant for phototoxicity
Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.
Please make a short summary of phototoxicity studies and conclude on the relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline.



[bookmark: _Toc161686170]Aspiration hazard [equivalent to section 10.13 of the CLH report template] 
Table 42:  Summary table of evidence for aspiration hazard
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

2.6.2.9.1	Short summary and overall relevance of the provided information on aspiration hazard

Please make a short summary of the evidence for aspiration hazard and conclude on the relevance of the provided data.

2.6.2.9.2	Comparison with the CLP criteria regarding aspiration hazard

Please compare the results with the CLP classification criteria for the hazard class in question, i.e. aspiration hazard.

2.6.2.9.3	Conclusion on classification and labelling for aspiration hazard

Please conclude on classification and labelling on aspiration hazard according to the CLP criteria.

[bookmark: _Toc161686171]Specific target organ toxicity-single exposure (STOT SE) [equivalent to section 10.11 of the CLH report template]
Please note there is no specific section corresponding to the hazard class STOT SE in Volume 3. For more detailed data on toxicity after single exposure, please refer to Volume 3, section B.6.2 and/or B.6.7. For neurotoxicity studies, please refer also to Volume 1 Level 2, section 2.6.7. 
Table 43:  Summary table of animal studies on STOT SE (specific target organ toxicity-single exposure)
	Method, guideline, deviations1 if any, species, strain, sex, no/group

	Test substance, route of exposure, dose levels, duration of exposure 
	Results
- NOAEL/LOAEL
- target tissue/organ
- critical effects at the LOAEL
	Reference

	
	
	
	

	
	
	
	


1 It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

Table 44:  Summary table of human data on STOT SE (specific target organ toxicity-single exposure)
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.

	Type of data/report
	Test substance 
	Route of exposure
Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 45:  Summary table of other studies relevant for STOT SE (specific target organ toxicity-single exposure)
Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

2.6.2.10.1	Short summary and overall relevance of the provided information on specific target organ toxicity – single exposure (STOT SE)

Please make a short summary of the STOT SE studies and conclude on the relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline. Please include also discussions on NOAEL/LOAEL.



2.6.2.10.2	Comparison with the CLP criteria regarding STOT SE (specific target organ toxicity-single exposure)

Please compare the results with the CLP classification criteria for the hazard class in question, i.e. STOT SE.


2.6.2.10.3	Conclusion on classification and labelling for STOT SE (specific target organ toxicity-single exposure)

Please conclude on classification and labelling on STOT SE according to the CLP criteria. Consider also a potential need of setting a specific concentration limit.


[bookmark: _Toc469484758][bookmark: _Toc161686172]Summary of repeated dose toxicity (short-term and long-term toxicity) [section 10.12 of the CLH report] 

[bookmark: _Toc161686173]Specific target organ toxicity-repeated exposure (STOT RE) [equivalent to section 10.12 of the CLH report template]
Table 46:  Summary table of animal studies on repeated dose toxicity (short-term and long-term toxicity) STOT RE (specific target organ toxicity - repeated exposure)
Please include cross references to other sections where information relevant for STOT RE is also located (e.g. 2.6.5, 2.6.6, 2.6.7 and/or 2.6.8). For more detailed data on STOT RE effects please refer to Volume 3, sections B.6.3, B.6.5 and B.6.7 and/or B.6.8. Please include in the table all data for short-term toxicity and relevant data from other studies to be considered for classification as STOT RE; data relevant for classification purposes only can be marked e.g. using bolding.
	Method, guideline, deviations1 if any, species, strain, sex, no/group

	Test substance, route of exposure, dose levels, duration of exposure 
	Results
- NOAEL/LOAEL
- target tissue/organ
- critical effects at the LOAEL
	Reference

	
	
	
	

	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

Table 47:  Summary table of human data on repeated dose toxicity STOT RE (specific target organ toxicity-repeated exposure)
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.

	Type of data/report
	Test substance
	Route of exposure
Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 48:  Summary table of other studies relevant for repeated dose toxicity STOT RE (specific target organ toxicity-repeated exposure)
Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.

	Type of study/data
	Test substance
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

	Short summary and overall relevance of the provided information on specific target organ toxicity – repeated exposure (short-term and long-term toxicity)
Please make a short summary of the STOT RE studies and conclude on the relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline. Please include also discussions on NOAEL/LOAEL.
Table 49:  Extrapolation of equivalent effective dose for toxicity studies of greater or lesser duration than 90 days [if adequate, otherwise please delete]
	Study reference
	Effective dose (mg/kg/day)
	Length of exposure
	Extrapolated effective dose when extrapolated to 90-day exposure
	Classification supported by the study

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

2.6.3.1.2	Comparison with the CLP criteria regarding STOT RE (specific target organ toxicity-repeated exposure)

Please perform a weight of evidence evaluation of all the study results and compare the results with the CLP classification criteria for the hazard class in question, i.e. specific target organ toxicity-repeated exposure.

2.6.3.1.3	Conclusion on classification and labelling for STOT RE (specific target organ toxicity-repeated exposure)
[bookmark: _Toc418769418]
Please conclude on classification and labelling on STOT RE according to the CLP criteria. Consider also a potential need of setting a specific concentration limit.

[bookmark: _Toc469484759][bookmark: _Toc161686174]Summary of genotoxicity / germ cell mutagenicity [equivalent to section 10.8 of the CLH report template]
Table 50:  [bookmark: _Toc418769419]Summary table of genotoxicity/germ cell mutagenicity tests in vitro
	Method, guideline, deviations1 if any
	Test substance 
	Relevant information about the study including rationale for dose selection (as applicable)
	Observations /Results
	Reference

	
	
	
	
	

	
	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

Table 51:  Summary table of genotoxicity/mutagenicity tests in mammalian somatic or germ cells in vivo
Please include cross references to other sections where information relevant to in vivo genotoxicity is also located (e.g. 2.6.1 for data related to bone marrow exposure in test animal).
	Method, guideline, deviations1 if any
	Test substance 
	Relevant information about the study (as applicable)
	Observations/Results
	Reference

	
	
	
	
	

	
	
	
	
	


1 It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

Table 52:  Summary table of human data relevant for genotoxicity / germ cell mutagenicity 
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.

	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

[bookmark: _Toc161686175]Short summary and overall relevance of the provided information on genotoxicity / germ cell mutagenicity 
[bookmark: _Toc418769420]Please make a short summary of genotoxicity /germ cell mutagenicity studies and conclude on the relevance and uncertainty or controversy of the provided data. If ambiguous results are presented please discuss why different results are observed in different tests and the basis of the final conclusion on whether the substance is genotoxic or not. If applicable, please consider the significance of any deviations from the guideline.

[bookmark: _Toc161686176]Comparison with the CLP criteria regarding genotoxicity / germ cell mutagenicity
[bookmark: _Toc418769421]
Please compare the results with the CLP classification criteria for the hazard class in question, i.e. germ cell mutagenicity.


[bookmark: _Toc161686177]Conclusion on classification and labelling for genotoxicity / germ cell mutagenicity
[bookmark: _Toc418769422]
Please conclude on classification and labelling for germ cell mutagenicity according to the CLP criteria.

[bookmark: _Toc469484760][bookmark: _Toc161686178]Summary of long-term toxicity and carcinogenicity [equivalent to section 10.9 of the CLH report template]
[bookmark: _Toc418769423][bookmark: _Toc418769424]It is envisaged that long-term toxicity studies are presented in this section and cross references should be included to other sections where this information may be relevant (e.g. STOT RE). For potential in vitro studies on endocrine disruption properties of the substance please refer to section 2.6.8.
Table 53:  Summary table of animal studies on long-term toxicity and carcinogenicity
	Method, guideline, deviations1 if any, species, strain, sex, no/group

	Test substance, dose levels duration of exposure 
	Results
- NOAEL/LOAEL
- target tissue/organ
- critical effects at the LOAEL 
	Reference

	
	
	
	

	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

Table 54:  Summary table of human data on long-term toxicity and carcinogenicity
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.

	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 55:  Summary table of other studies relevant for long-term toxicity and carcinogenicity
Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

[bookmark: _Toc161686179]Short summary and overall relevance of the provided information on long-term toxicity and carcinogenicity

Please insert/delete rows according to the number of studies. Please make a short summary of the long-term toxicity and carcinogenicity studies and conclude on the relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline. Some additional important factors to be taken into consideration may include whether responses are observed in single or several species; whether the substance of concern has similar structural similarity to a substance(s) for which there is good evidence of carcinogenicity; whether absorption, distribution, metabolism and excretion of the substance are similar between animals and humans; whether there is evidence of mutagenic activity in vivo. Please include also discussions on NOAEL/LOAEL.

[bookmark: _Toc161686180]Comparison with the CLP criteria regarding carcinogenicity
[bookmark: _Toc418769425]Please compare the results with the CLP classification criteria for the hazard class in question, i.e. carcinogenicity.
Table 56:  Compilation of factors to be taken into consideration in the hazard assessment 
	Species and strain
	Tumour type and background incidence
	Multi-site responses
	Progression of lesions to malignancy
	Reduced tumour latency
	Responses in single or both sexes
	Confounding effect by excessive toxicity?
	Route of exposure
	MoA and relevance to humans

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	




[bookmark: _Toc161686181]Conclusion on classification and labelling for carcinogenicity
[bookmark: _Toc469484761]Please conclude on classification and labelling on carcinogenicity according to the CLP criteria. Consider also a potential need of setting a specific concentration limit.

[bookmark: _Toc161686182]Summary of reproductive toxicity [equivalent to section 10.10 of the CLH report template]

[bookmark: _Toc418769427][bookmark: _Toc161686183]Adverse effects on sexual function and fertility – generational studies [equivalent to section 10.10.1 of the CLH report template]
For potential in vitro studies on endocrine disruption properties of the substance please refer to section 2.6.8. For neurotoxicity studies, please refer to section 2.6.7.
Table 57:  Summary table of animal studies on adverse effects on sexual function and fertility – generational studies
	Method, guideline, deviations1 if any, species, strain, sex, no/group

	Test substance, dose levels duration of exposure 
	Results
- NOAEL/LOAEL (for sexual function and fertility, parents)
- target tissue/organ
- critical effects at the LOAEL 
	Reference

	
	
	
	

	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies on sexual function and fertility. Please note that also studies presented under other hazard classes, e.g. STOT-RE, may contain relevant information about the effects on sexual function and fertility and these results should be summarised in the table.

Table 58:  Summary table of human data on adverse effects on sexual function and fertility 
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.

	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 59:  Summary table of other studies relevant for toxicity on sexual function and fertility 
Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

[bookmark: _Toc418769428]2.6.6.1.1	Short summary and overall relevance of the provided information on adverse effects on sexual function and fertility – generational studies
[bookmark: _Toc418769429]
Please make a short summary of studies on adverse effects on sexual function and fertility (generational studies) and discuss and conclude on the toxicological relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline. Please include also discussions on NOAEL/LOAEL.


2.6.6.1.2	Comparison with the CLP criteria regarding adverse effects on sexual function and fertility
[bookmark: _Toc418769430]
Please compare the information regarding adverse effect on sexual function and fertility with the CLP classification criteria for the hazard class in question, i.e. reproductive toxicity. 

[bookmark: _Toc161686184]Adverse effects on development [equivalent to section 10.10.4 of the CLH report template]
[bookmark: _Toc418769431]This section should include mainly developmental toxicity studies, however all relevant data related to post-natal development should also be considered (e.g. relevant data from multigeneration studies). Please include cross references where applicable (e.g. to section on 2.6.6.1).
Table 60:  Summary table of animal studies on adverse effects on development 
	Method, guideline, deviations1 if any, species, strain, sex, no/group

	Test substance, dose levels duration of exposure 
	Results
- NOAEL/LOAEL (for  parent, offspring and for developmental effects)
- target tissue/organ
- critical effects at the LOAEL 
	Reference

	
	
	
	

	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

Table 61:  Summary table of human data on adverse effects on development 
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.

	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 62:  Summary table of other studies relevant for developmental toxicity
Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference

	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

2.6.6.2.1	Short summary and overall relevance of the provided information on adverse effects on development 

Please make a short summary of studies on adverse effects on development and discuss and conclude on the toxicological relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline.


[bookmark: _Toc418769432]2.6.6.2.2	Comparison with the CLP criteria regarding adverse effects on development
[bookmark: _Toc418769433]
Please compare the information regarding developmental toxicity with the CLP classification criteria for the hazard class in question, i.e. reproductive toxicity.


[bookmark: _Toc161686185]Adverse effects on or via lactation [equivalent to section 10.10.7 of the CLH report template]
Table 63:  [bookmark: _Toc418769434]Summary table of animal studies on effects on or via lactation
	Method, guideline, deviations1 if any, species, strain, sex, no/group

	Test substance, dose levels duration of exposure 
	Results
- NOAEL/LOAEL 
- target tissue/organ
- critical effects at the LOAEL 
	Reference

	
	
	
	

	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

Table 64:  Summary table of human data on effects on or via lactation
Cross-references may be included to the section 2.6.9 ’Summary of medical data and information’ if relevant.

	Type of data/report
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference 


	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

Table 65:  Summary table of other studies relevant for effects on or via lactation
Other studies could include e.g. data from studies performed with substances similar to the active substance, QSAR analysis, data obtained with formulations (if relevant), in vitro or in vivo mechanistic data relevant to the endpoint under consideration, as appropriate.
	Type of study/data
	Test substance 
	Relevant information about the study (as applicable)
	Observations
	Reference 


	
	
	
	
	

	
	
	
	
	


Please insert/delete rows according to the number of studies.

2.6.6.3.1	Short summary and overall relevance of the provided information on effects on or via lactation
[bookmark: _Toc418769435]
Please make a short summary of studies on effects on or via lactation and discuss and conclude on the toxicological relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline.


2.6.6.3.2	Comparison with the CLP criteria regarding effects on or via lactation
[bookmark: _Toc418769436]
Please compare the information regarding effects on or via lactation with the CLP classification criteria for the hazard class in question, i.e. reproductive toxicity.

[bookmark: _Toc161686186]Conclusion on classification and labelling for reproductive toxicity
[bookmark: _Toc469484762]Please conclude on classification and labelling on reproductive toxicity according to the CLP criteria. Consider also a potential need of setting specific concentration limits. Please note that specific concentration limits should be considered separately for adverse effects on sexual function and fertility; adverse effects on development and on adverse effects on or via lactation.

[bookmark: _Toc161686187]Summary of neurotoxicity
[bookmark: _Toc469484763]Please include data related to neurotoxicity studies in this section. The need for classification related to neurotox effects should be considered in the appropriate sections i.e. STOT SE (2.6.2.10), STOT RE (2.6.3) and/or reproductive toxicity (2.6.6).
Table 66:  Summary table of animal studies on neurotoxicity
	Method, guideline, deviations if any, species, strain, sex, no/group

	Test substance, dose levels duration of exposure 
	Results: 
- NOAEL/LOAEL 
- target tissue/organ
-critical effect at LOAEL
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.
Please make a short summary of studies on neurotoxicity and discuss and conclude on the toxicological relevance and uncertainty or controversy of the provided data. If applicable, please consider the significance of any deviations from the guideline.


[bookmark: _Toc161686188]Summary of other toxicological studies 
Where appropriate this will include a summary of:

[bookmark: _Toc161686189]Toxicity studies of metabolites and impurities

Summary of toxicological data on impurities and metabolites should be included here. Impurities that may contribute to classification should be presented in section 2.10.1.2. Information on metabolites (e.g. plant, groundwater) is not relevant for the CLP proposal for the active substance. Data on metabolites, if relevant for classification and labelling of the active substance, should be summarized under the relevant endpoint.  Whenever necessary, cross references can be applied.

[bookmark: _Toc161686190]Supplementary studies on the active substance

Immunotoxicity studies and any other supplementary studies should be presented under this subheading. The need for classification related to these studies should be considered in the appropriate sections e.g. STOT RE (2.6.3). Whenever necessary, cross references can be applied.


PLEASE NOTE THAT, FOLLOWING THE IMPLEMENTATION OF THE SCIENTIFIC CRITERIA FOR THE DETERMINATION OF ENDOCRINE DISRUPTING PROPERTIES INTRODUCED BY REGULATION (EU) NO 2018/605, THE ENDOCRINE ASSESSMENT FOR BOTH HUMANS AND THE ENVIRONMENT SHOULD BE PRESENTED UNDER CHAPTER 2.12.
[bookmark: _Toc469484764]
[bookmark: _Toc161686191]Summary of medical data and information

Data on effects related to human health, described in this section, may also be of relevance for classification purposes (and may be referred to in the ‘summary tables of human data’ throughout section 2.6).



[bookmark: _Toc469484765][bookmark: _Toc161686192]Toxicological end points for risk assessment (reference values) 
Table 67:  Overview of relevant studies for derivation of reference values for risk assessment
	Species

	Study (method/type, length, route of exposure)
	Test substance
	Critical effect
	NOAEL
	LOAEL
	Cross reference

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Please include in the table all studies relevant for derivation of the reference values for the active substance. Available data on metabolites for potential derivation of reference values should also be included if appropriate.

[bookmark: _Toc161686193]Toxicological end point for assessment of risk following long-term dietary exposure – ADI (acceptable daily intake)

 

[bookmark: _Toc161686194]Toxicological end point for assessment of risk following acute dietary exposure - ARfD (acute reference dose)



[bookmark: _Toc161686195]Toxicological end point for assessment of occupational, bystander and residents risks – AOEL (acceptable operator exposure level)



[bookmark: _Toc161686196]Toxicological end point for assessment of occupational, bystander and residents risks – AAOEL (acute acceptable operator exposure level)



[bookmark: _Toc469484766][bookmark: _Toc161686197]Summary of product exposure and risk assessment

A concise high level summary of exposure and risk assessment is expected here, with reference to the appropriate Volume(s) 3 (Annex B, CP) in which the complete calculations are presented. Sub-headings may be introduced as appropriate. Conclusions drawn regarding the anticipated risk should be clearly stated for each representative use. Any risk mitigation measure taken into account, such as personal protective equipment, waiting period for workers etc. should be clearly indicated for each representative use.


[bookmark: _Toc161686198]Residue


[bookmark: _Toc161686199]Summary of storage stability of residues



[bookmark: _Toc161686200]Summary of metabolism, distribution and expression of residues in plants, poultry, lactating ruminants, pigs and fish



[bookmark: _Toc161686201]Definition of the residue




[bookmark: _Toc161686202]Summary of residue trials in plants and identification of critical GAP


[bookmark: _Toc161686203]Summary of feeding studies in poultry, ruminants, pigs and fish


[bookmark: _Toc161686204]Summary of effects of processing


[bookmark: _Toc161686205]Summary of residues in rotational crops


[bookmark: _Toc161686206]Summary of other studies


[bookmark: _Toc161686207]Estimation of the potential and actual exposure through diet and other sources


[bookmark: _Toc161686208]Proposed MRLs and compliance with existing MRLs


[bookmark: _Toc161686209]Proposed import tolerances and compliance with existing import tolerances
Substance name	Volume 1 – Level 2

[bookmark: _Toc161686210]Fate and behaviour in the environment

For the purpose of submission of harmonised classification proposals with regard to persistent, bioaccumulative and toxic (PBT); very persistent and very bioaccumulative (vPvB); and persistent, mobile and toxic (PMT); very persistent and very mobile (vPvM) properties, introduced by Commission Delegated Regulation 2023/707 of 19 December 2022 amending the CLP Regulation (EC) No 1272/2008 setting out new hazard classes and criteria for the classification, labelling and packaging of substances and mixtures, the information as presented in the updated standalone CLH report template[footnoteRef:1] should be provided.  [1:  Available on the ECHA website: Formats and templates - ECHA (europa.eu)] 


For completeness and easier reference, the corresponding sections extracted and directly taken over from the standalone CLH report template are reproduced in this combined template, see sections 2.10 and 2.11.

[bookmark: _Hlk138251859][bookmark: _Hlk138252208]The new hazard classes on PBT, vPvB, PMT, vPvM for classification and labelling entered into force on 20 April 2023. It should be noted that these new hazard classes are currently not included in the approval criteria in Annex II to Regulation (EC) No 1107/2009 with regard to active substances for use in plant protection products even though two of them (PBT and vPvB) have the same name. This is because the criteria for determining them set out in Regulation (EC) No 1272/2008 are different to what is set out in Annex II to Regulation (EC) No 1107/2009.

[bookmark: _Toc469484780][bookmark: _Ref479586057][bookmark: _Toc161686211] Summary of fate and behaviour in soil

Brief summaries of studies on route and rate of degradation in soil including adsorption / desorption, soil photolysis and mobility in soil should be included here. Where relevant, cross references can be applied to Volume 3, section B.8.1. Data on route and rate of degradation may be reported together for each type of study or separated as long as the information for classification can be easily found.



[bookmark: _Toc469484781][bookmark: _Ref479586091][bookmark: _Toc161686212]Summary of fate and behaviour in water and sediment [equivalent to section 12.1 of the CLH report template]

Brief summaries of studies on route and rate of degradation in aquatic systems including chemical, photochemical and/or biological degradation, hydrolytic degradation and aqueous photochemical degradation should be included here. Where relevant, cross references can be applied to Volume 3, section B.8.2. Data on route and rate of degradation may be reported together for each type of study or separated as long as the information for classification can be easily found. For comparison of the degradation data with the CLP criteria refer to section 2.9.2.4.2 (Long-term aquatic hazard (including bioaccumulation potential and degradation). Where an active substance includes a metal or is an inorganic compound, environmental transformation has to be considered when completing the classification consideration and section 12.2 of the CLH report template should be added to Volume 1, section 2.8.
 

[bookmark: _Toc418769450][bookmark: _Toc161686213]Rapid degradability of organic substances
Table 68:  [bookmark: _Toc418769451]Summary of relevant information on rapid degradability
	Method
	Results*
	Key or Supportive study1
	Remarks
	Reference

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


* data on full mineralization should be reported
1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

[bookmark: _Ref479585863]Ready biodegradability
[bookmark: _Toc418769452]
Please provide a short overall summary of the reported tests measuring ready biodegradability and conclude on the relevance of the provided information.

BOD5/COD

Please provide a short overall summary of the reported BOD5/COD tests and conclude on the relevance of the provided information.

[bookmark: _Toc418769453][bookmark: _Toc161686214]Other convincing scientific evidence
Please provide a short overall summary of the other reported convincing scientific evidence and conclude on the relevance of the provided information.


Aquatic simulation tests
[bookmark: _Toc418769454]
Please provide a short overall summary of the reported aquatic simulation tests and conclude on the relevance of the provided information.

Field investigations and monitoring data (if relevant for C&L)

Please provide a short overall summary of the reported field investigations and monitoring data and conclude on the relevance of the provided information. Data on field investigations may be reported under 2.8.1, whilst monitoring data may be presented under 2.8.4. Please include cross-references whenever necessary.

[bookmark: _Toc418769455]Inherent and enhanced ready biodegradability tests

Please provide a short overall summary of the reported inherent and enhanced biodegradability test data and conclude on the relevance of the provided information. Cross reference to section 2.8.2.1.1 may be applied.


[bookmark: _Toc418769456]Soil and sediment degradation data

Please provide a short overall summary of the reported soil and sediment degradation data and conclude on the relevance of the provided information. Data on soil degradation may be reported under 2.8.1, whilst sediment degradation data may be presented under 2.8.2 and/or 2.8.2.2.1. Please include cross-references whenever necessary.

[bookmark: _Toc418769457]Hydrolysis

Please provide a short overall summary of the reported hydrolysis data and conclude on the relevance of the provided information. Data on hydrolysis may be reported under 2.8.2. Please include cross-references whenever necessary.


[bookmark: _Toc418769458]Photochemical degradation

Please provide a short overall summary of the reported photochemical degradation data and conclude on the relevance of the provided information. Data on photochemical degradation may be reported under 2.8.1 and/or 2.8.2. Please include cross-references whenever necessary.

Other / Weight of evidence 

Please provide a short overall summary of other degradation data, i.e. read-across, and conclude on the relevance of the provided information.


[bookmark: _Toc469484782][bookmark: _Ref479589908][bookmark: _Toc161686215]Summary of fate and behaviour in air


[bookmark: _Toc161686216]Hazardous to the ozone layer
Table 69:  Summary table of studies on hazards to the ozone layer
	Method
	Results
	Remarks
	Reference

	
	
	
	

	
	
	
	


Please insert/delete rows according to the number of studies.

Short summary and overall relevance of the provided information on hazards to the ozone layer

Please make a short summary of studies on hazards to the ozone layer and conclude on the relevance of the provided data.

Comparison with the CLP criteria

Please compare the results with the CLP classification criteria for the hazard class in question, i.e. hazardous to the ozone layer.

Conclusion on classification and labelling for hazardous to the ozone layer 

Please conclude on classification and labelling for hazards to the ozone layer according to the CLP criteria.

[bookmark: _Toc469484783][bookmark: _Toc161686217]Summary of monitoring data concerning fate and behaviour of the active substance, metabolites, degradation and reaction products


[bookmark: _Toc469484784][bookmark: _Toc161686218]Definition of the residues in the environment requiring further assessment


[bookmark: _Toc469484785][bookmark: _Toc161686219]Summary of exposure calculations and product assessment

For each compartment (soil, groundwater, etc) provide a summary of the exposure assessments done for each representative use, with reference to the appropriate Volume(s) 3 (Annex B CP) in which the complete calculations are presented. Sub-headings may be introduced for each compartment.
For soil, surface water and sediment, the PEC values should be presented together with the corresponding TER in section 2.9.9. For these compartments it would therefore not be necessary to present any PEC values here.
Soil: For each representative use, the method (tier) used to estimate the exposure and any risk mitigation measure taken into account should be stated. Whether or not PECplateau was triggered should be indicated.
Groundwater: For each representative use, the method (tier) used to estimate the exposure and any risk mitigation measure taken into account should be stated. Conclusions on the risk for exceedence of the 0.1 µg/l limit value should be clearly stated. The need for an assessment of the relevance of metabolites should be clearly indicated, with reference to section 2.11. Individual PECgw (for active substance and metabolites) needs to be presented for each FOCUS scenario only in case the estimated PECgw is > 0.001 µg/l for any of the scenarios.
Surface water and sediment: For each representative use, the method (tier) used to estimate the exposure and any risk mitigation measure taken into account should be stated.
Air: For the case exposure via air has been estimated, state method used and the estimated values.
Other routes of exposure: State whether or not it has been shown that exposure via other routes (e.g., by deposition of dust; indirect exposure of surface water from Sewage Treatment Plant; from amenity use) can be excluded. If this has not been shown, state the method used to estimate the exposure and any risk mitigation measure taken into account. Since the estimated levels of exposure are expected to be presented in the risk assessment (i.e., under 2.9.9) there would be no need to repeat the values here.


[bookmark: _Toc469484786][bookmark: _Toc161686220]Effects on non-target species

[bookmark: _Toc469484787][bookmark: _Toc161686221]Summary of effects on birds and other terrestrial vertebrates

[bookmark: _Toc469484788][bookmark: _Toc161686222]Summary of effects on aquatic organisms [sections 12.4 to 12.6 of the CLH report]

[bookmark: _Toc161686223]Bioaccumulation [equivalent to section 12.4 of the CLH report template]
Table 70:  Summary of relevant information on bioaccumulation
	Method
	Species
	Results
	Key or Supportive study1
	Remarks
	Reference

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

Estimated bioaccumulation 
Please provide a short overall summary of the reported estimated bioaccumulation (e.g. computed estimates of log Kow or equivalent) and conclude on the relevance of the provided information.

Measured partition coefficient and bioaccumulation test data
Please provide a short overall summary of the reported measured partition coefficient and bioaccumulation testing data (e.g. fish bioaccumulation studies) and conclude on the relevance of the provided information.

[bookmark: _Toc161686224]Acute aquatic hazard [equivalent to section 12.5 of the CLH report template]
Table 71:  Summary of relevant information on acute aquatic toxicity
	Method
	Species
	Test material
	Results1
	Key or Supportive study1
	Remarks
	Reference

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


1It should be indicated at least if the study was considered acceptable or not by the evaluator (RMS) or only supportive / supplementary. This statement would represent a kind of conclusion about the impact of deviations on the reliability of the results.
Please insert/delete rows according to the number of studies.

[bookmark: _Toc418769466]Acute (short-term) toxicity to fish
Please make an overall summary of available acute toxicity studies to fish and conclude on the relevance of the provided data.

[bookmark: _Toc418769467]Acute (short-term) toxicity to aquatic invertebrates
Please make an overall summary of available acute toxicity studies to aquatic invertebrates and conclude on the relevance of the provided data.

[bookmark: _Toc418769468]Acute (short-term) toxicity to algae or aquatic plants
Please refer to Section 2.9.2.3.3 ‘Chronic toxicity to algae or aquatic plants’ where both acute (short-term) and chronic toxicity to algae and aquatic plants are discussed.

[bookmark: _Toc418769469]Acute (short-term) toxicity to other aquatic organisms 
Please make an overall summary of available acute toxicity studies to other aquatic organisms – if relevant for C&L - and conclude on the relevance of the provided data.

[bookmark: _Toc418769470][bookmark: _Toc161686225]Long-term aquatic hazard [equivalent to section 12.6 of the CLH report template]
Table 72:  Summary of relevant information on chronic aquatic toxicity
	Method
	Species
	Test material
	Results1
	Relevant study
	Remarks
	Reference

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


1 Indicate if the results are based on the measured (mm) or on the nominal concentration (nom)
Please insert/delete rows according to the number of studies.

[bookmark: _Toc418769471]Chronic toxicity to fish
Please make an overall summary of available chronic toxicity studies to fish and conclude on the relevance of the provided data.

[bookmark: _Toc418769472]Chronic toxicity to aquatic invertebrates
Please make an overall summary of available chronic toxicity studies to aquatic invertebrates and conclude on the relevance of the provided data.

[bookmark: _Toc418769473]Chronic toxicity to algae or aquatic plants
Please make an overall summary of all available toxicity studies to algae or aquatic plants and conclude on the relevance of the provided data.

[bookmark: _Toc418769474]Chronic toxicity to other aquatic organisms
Please make an overall summary of available chronic toxicity studies to other aquatic organisms – if relevant for C&L - and conclude on the relevance of the provided data.

[bookmark: _Toc418769490][bookmark: _Toc161686226]Comparison with the CLP criteria

[bookmark: _Toc418769491]Acute aquatic hazard
Table 73:  Summary of information on acute aquatic toxicity relevant for classification
Only studies used for the classification are envisaged to be reported in this table. Please present the most critical study result per trophic level.
	Method
	Species
	Test material
	Results1
	Remarks
	Reference

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


1 Indicate if the results are based on the measured (mm) or on the nominal concentration (nom)
Please compare the information regarding acute toxicity in aquatic organisms with the CLP classification criteria for acute (short-term) aquatic hazard classification. Please include in this section also the assessment of the acute M-factor.

[bookmark: _Toc418769492]Long-term aquatic hazard (including bioaccumulation potential and degradation)
Table 74:  Summary of information on long-term aquatic toxicity relevant for classification
Only studies used for the classification are envisaged to be reported in this table. Please present the most critical study result per trophic level.
	Method
	Species
	Test material
	Results1
	Remarks
	Reference

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


1 Indicate if the results are based on the measured (mm) or on the nominal concentration (nom)
Please compare the information regarding 
· chronic toxicity in aquatic organisms with the CLP classification criteria for long-term aquatic hazard. If no adequate chronic toxicity data are available for all three trophic levels (fish, crustacean, algae/aquatic plants), consider using surrogate approach (Figure 4.1.1 and Table 4.1.0 in Annex I of CLP).
· bioaccumulation with the CLP classification criteria to conclude on potential for bioaccumulation of the substance.
· degradation with the CLP classification criteria to conclude on rapid degradability of the substance.]
· please include in this section also the assessment of the chronic M-factor

[bookmark: _Toc418769493][bookmark: _Toc161686227]Conclusion on classification and labelling for environmental hazards
Please provide separate conclusions on classification for acute and chronic aquatic hazards. Separate M-factors should be provided for Aquatic Acute 1 and Aquatic Chronic 1 classifications.

[bookmark: _Toc469484789][bookmark: _Toc161686228]Summary of effects on arthropods

[bookmark: _Toc469484790][bookmark: _Toc161686229]Summary of effects on non-target soil meso- and macrofauna

[bookmark: _Toc469484791][bookmark: _Toc161686230]Summary of effects on soil nitrogen transformation

[bookmark: _Toc469484792][bookmark: _Toc161686231]Summary of effects on terrestrial non-target higher plants

[bookmark: _Toc469484793][bookmark: _Toc161686232]Summary of effects on other terrestrial organisms (flora and fauna)

[bookmark: _Toc469484794][bookmark: _Toc161686233]Summary of effects on biological methods for sewage treatment

[bookmark: _Toc469484795][bookmark: _Toc161686234]Summary of product exposure and risk assessment
For each group of organisms (terrestrial vertebrates, aquatic organisms etc.) provide a summary of the risk assessment done for each representative use, with reference to the appropriate Volume(s) 3 (Annex B CP) in which the complete calculations are presented. Sub-headings may be introduced for each group of organisms. Conclusions drawn regarding the anticipated risk should be clearly stated for each representative use. State clearly the method (guidance and tier) used for risk assessment, method and assumptions used for refinements, and any risk mitigation measures taken into account.
For each use representations of risk (TER values, HQ etc.) together with the corresponding PEC values or other expressions of exposure should be presented for:
- one standard calculation without refinement or risk mitigation (e.g. Step 3 for aquatic organisms);
- one calculation for the highest Tier necessary to draw conclusions for the most sensitive organism within each group of organisms.

[bookmark: _Toc161686235]PERSISTENT, BIOACCUMULATIVE AND TOXIC (PBT) OR VERY PERSISTENT, VERY BIOACCUMULATIVE (VPVB) PROPERTIES UNDER CLP ANNEX I, 4.3 [equivalent to section 14 of the CLH report template]

Section relevant for classification and labelling purpose. Link can be provided to information that may already be available under other section of the template.

For the purpose of submission of harmonised classification proposals with regard to persistent, bioaccumulative and toxic (PBT); very persistent and very bioaccumulative (vPvB); and persistent, mobile and toxic (PMT); very persistent and very mobile (vPvM) properties, introduced by Commission Delegated Regulation 2023/707 of 19 December 2022 amending the CLP Regulation (EC) No 1272/2008 setting out new hazard classes and criteria for the classification, labelling and packaging of substances and mixtures, the information as presented in the updated standalone CLH report template[footnoteRef:2] should be provided. [2:  Available on the ECHA website: Formats and templates - ECHA (europa.eu)] 

 
For completeness and easier reference, the corresponding sections extracted and directly taken over from the standalone CLH report template are reproduced in this combined template, see below and section 2.11.

The new hazard classes on PBT, vPvB, PMT, vPvM for classification and labelling entered into force on 20 April 2023. It should be noted that these new hazard classes are currently not included in the approval criteria in Annex II to Regulation (EC) No 1107/2009 with regard to active substances for use in plant protection products even though two of them (PBT and vPvB) have the same name. This is because the criteria for determining them set out in Regulation (EC) No 1272/2008 are different to what is set out in Annex II to Regulation (EC) No 1107/2009.

[bookmark: _Hlk128400786][Please use the following paragraphs (modified as necessary) to reflect the weight-of-evidence you have used: A weight-of-evidence determination according to the provisions of Annex I, Section 4.3. of  CLP Regulation is used to classify the substance as PBT/vPvB. Higher tier information should come first, followed by other supportive elements. All available information (such as the results of standard tests, monitoring and modelling, information from the application of the category and analogue approach (grouping, read-across) and (Q)SAR results) will be considered together in a weight-of-evidence approach. Information on ingredient substances (constituents/ degradation or transformation products/ impurities/ additives/ etc.) and any relevant group substance properties belonging to the same category, if relevant, must be recorded under the relevant sub-heading. For further instructions on how to report such information on ingredient substances please refer to the CLP Guidance developed by ECHA, as well as the weighing of the different elements within the weight-of-evidence determination. Please delete all the tables and sub-sections that are not relevant for your dossier. Please amend/delete the suggested table headings below as necessary. Separate tables can be provided for different types of information].

[bookmark: _Toc161686236]Persistence under CLP Annex I, 4.3

[Please refer to any information that may already be available under a previous section of the template (e.g. on aquatic hazards). Such a reference may be sufficient and no repetition of the same information is needed].
Table 75:  Summary of relevant information on persistence under CLP Annex I, 4.3
	Method/ Study type
	Test material and purity
	Results
	Remarks/Reliability
	Reference

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


[Please insert/delete rows according to the number of studies. The table is a proposal for data presentation and may be modified from the layout proposed to better fit the purpose.]

[bookmark: _Toc161686237]Water, water-sediment and soil degradation data (including simulation studies)
[Please provide a short overall summary of the reported water, water-sediment and/or soil degradation data and conclude on the relevance of the provided information.]

[bookmark: _Toc161686238]Ready biodegradability tests
[Please provide a short overall summary of the reported tests measuring ready biodegradability and conclude on the relevance of the provided information.]

[bookmark: _Toc161686239]Inherent biodegradability tests
[Please provide a short overall summary of the reported inherent biodegradability test data and conclude on the relevance of the provided information.]

[bookmark: _Toc161686240]Enhanced ready biodegradability tests
[Please provide a short overall summary of the reported enhanced ready biodegradability test data and conclude on the relevance of the provided information.]

[bookmark: _Toc161686241]BOD5/COD
[Please provide a short overall summary of the reported BOD5/COD tests and conclude on the relevance of the provided information.]

[bookmark: _Toc161686242]Hydrolysis
[Please provide a short overall summary of the reported hydrolysis data and conclude on the relevance of the provided information.]

[bookmark: _Toc161686243]Photochemical degradation
[Please provide a short overall summary of the reported photochemical degradation data and conclude on the relevance of the provided information.]

[bookmark: _Toc161686244]Field investigations and monitoring data (if relevant for the hazard class)
[Please provide a short overall summary of the reported field investigations and monitoring data and conclude on the relevance of the provided information.]

[bookmark: _Toc161686245]Estimated data on persistence, including read-across
[Please provide a short overall summary of the reported estimated data, for example ones derived from computational/ QSARs, read-across/grouping, etc. and conclude on the relevance of the provided information. If appropriate, a separate heading for read-across can be created and even be moved in an earlier section if deemed appropriate.]

[bookmark: _Toc161686246] Other convincing scientific evidence
[Please provide a short overall summary of other reported convincing scientific evidence and conclude on the relevance of the provided information, e.g. information on environmental fate, evidence from treatment facilities, modelling, Long Range Transport potential, decontamination, purification, release reduction, etc.].

[bookmark: _Toc161686247]Bioaccumulation under CLP Annex I, 4.3

[Please refer to any information that may already be available under an other section of the template. Such a reference may be sufficient and no repetition of the same information is needed].
Table 76:  Summary of relevant information on bioaccumulation under CLP Annex I, 4.3
	Method/ Study type
	Test material and purity
	Results
	Remarks/Reliability
	Reference

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


[Please insert/delete rows according to the number of studies. The table is a proposal for data presentation and may be modified from the layout proposed to better fit the purpose.]
[Information on the octanol-water partition can also be presented in the table above.]

[bookmark: _Toc161686248]Bioaccumulation in aquatic organisms (pelagic and sediment organisms)
[Please provide a short overall summary of the reported bioaccumulation testing data in aquatic organisms (e.g. fish bioaccumulation studies) and conclude on the relevance of the provided information.]

[bookmark: _Toc161686249]Bioaccumulation in terrestrial organisms (soil dwelling organisms)
[Please provide a short overall summary of the reported bioaccumulation testing data in terrestrial organisms and conclude on the relevance of the provided information.]

[bookmark: _Toc161686250]Bioaccumulation in air-breathing organisms (birds, mammals)
[Please provide a short overall summary of the relevant information for the assessment of bioaccumulation in mammals and other air-breathing organisms, experimental data, modelling, biomonitoring, field data, etc. and conclude on the relevance of the provided information.]

[bookmark: _Toc161686251]Biomagnification in the food chain and/or trophic magnification
[Please provide a short overall summary of the relevant information for the assessment of biomagnification in the food chain and/or trophic magnification and conclude on the relevance of the provided information.]

[bookmark: _Toc161686252]Levels in biota, including relevant (sub)populations
[Please provide a short overall summary of the relevant information for the assessment of the levels in biota, including any relevant (sub)populations and conclude on the relevance of the provided information.]

[bookmark: _Toc161686253]Experimental information from human body fluids or tissues (e.g. blood, milk, fat)
[Please provide a short overall summary of the relevant information for the assessment of any existing experimental information from human body fluids or tissues, e.g. blood, or milk, or fat and conclude on the relevance of the provided information.]

[bookmark: _Toc161686254]Protein binding and binding to membrane lipids
[Please provide a short overall summary of the relevant information for the assessment of protein binding and binding to membrane lipids (if relevant) and conclude on the relevance of the provided information.]

[bookmark: _Toc161686255]Toxicokinetic assessment
[Please provide a short overall summary of the relevant information for the assessment of toxicokinetics and conclude on the relevance of the provided information. Link to information that may already be available under other section of the template]

[bookmark: _Toc161686256]Estimated data on bioaccumulation, including read-across
[Please provide a short overall summary of the reported estimated bioaccumulation (e.g. by use of octanol-water partition coefficient, computed estimates of log Kow or equivalent, by use of other computational techniques/ QSARs, by use of read-across/ grouping) and conclude on the relevance of the provided information. If appropriate, a separate heading for read-across can be created and even be moved in an earlier section if deemed appropriate.]

[bookmark: _Toc161686257] Other convincing scientific evidence
[Please provide a short overall summary of other reported convincing scientific evidence and conclude on the relevance of the provided information, for example physical-chemical considerations, other reasons for uptake hindrance, binding behaviour, plant enrichment, other bioavailability arguments, benchmarking with known B/vB substances, etc.]


[bookmark: _Toc161686258]Toxicity under CLP Annex I, 4.3
Table 77:  Summary of relevant information on toxicity under CLP Annex I, 4.3
	Method/ Study type
	Test material and purity
	Results1
	Remarks/Reliability
	Reference

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


1 Indicate if the results are based on the measured or on the nominal concentration

[Please insert/delete rows according to the number of studies. The table is a proposal for data presentation and may be modified from the layout proposed to better fit the purpose. For Human Health data, a reference to the respective section in the template may suffice and only some high-level information (e.g. existence of harmonsied classification) can be included].

[Please refer to any information that may already be available under other section of the template (e.g. on aquatic, human health of endocrine disruption hazards). Such a reference may be sufficient and no repetition of the same information is needed].

Environmental data

[bookmark: _Toc161686259]Chronic toxicity to fish
[Please make an overall summary of available chronic toxicity studies to fish and conclude on the relevance of the provided data. Link to information that may already be available under other section of the template]

[bookmark: _Toc161686260]Chronic toxicity to aquatic invertebrates
[Please make an overall summary of available chronic toxicity studies to aquatic invertebrates and conclude on the relevance of the provided data. Link to information that may already be available under other section of the template]

[bookmark: _Toc161686261]Chronic toxicity to algae or other aquatic plants
[Please make an overall summary of available chronic toxicity studies to algae or other aquatic plants and conclude on the relevance of the provided data. Link to information that may already be available under other section of the template]

[bookmark: _Toc161686262]Chronic toxicity to other aquatic organisms
[Please make an overall summary of available chronic toxicity studies to other aquatic organisms – if relevant for C&L - and conclude on the relevance of the provided data. Link to information that may already be available under other section of the template]

[bookmark: _Toc161686263]Chronic toxicity to terrestrial organisms: micro-organisms, invertebrates and plants
[Please make an overall summary of available chronic toxicity studies to terrestrial organisms: micro-organisms, invertebrates and plants and conclude on the relevance of the provided data. Link to information that may already be available under other section of the template]

[bookmark: _Toc161686264]Chronic toxicity to sediment organisms
[Please make an overall summary of available chronic toxicity studies to sediment organisms and conclude on the relevance of the provided data. Link to information that may already be available under other section of the template]

[bookmark: _Toc161686265]Reproductive toxicity to birds
[Please make an overall summary of available chronic toxicity studies to birds and conclude on the relevance of the provided data. Link to information that may already be available under other section of the template]

[bookmark: _Toc161686266]Acute (short-term) toxicity to fish
[Please make an overall summary of available acute toxicity studies to fish and conclude on the relevance of the provided data. Link to information that may already be available under other section of the template]

[bookmark: _Toc161686267]Acute (short-term) toxicity to aquatic invertebrates
[Please make an overall summary of available acute toxicity studies to aquatic invertebrates and conclude on the relevance of the provided data. Link to information that may already be available under other section of the template]

[bookmark: _Toc161686268] Acute (short-term) toxicity to algae or other aquatic plants
[Please make an overall summary of available acute toxicity studies to algae or other aquatic plants and conclude on the relevance of the provided data Link to information that may already be available under other section of the CLH report template]

[bookmark: _Toc161686269] Acute (short-term) toxicity to other aquatic organisms
[Please make an overall summary of available acute toxicity studies to other aquatic organisms – if relevant for C&L - and conclude on the relevance of the provided data. Link to information that may already be available under other section of the template]

Endocrine disruption data

[bookmark: _Toc161686270] Endocrine disruption for human health
[Link to information that may already be available under other section of the template]

[bookmark: _Toc161686271] Endocrine disruption for the environment
[Link to information that may already be available under other section of the template].

Human health data

[bookmark: _Toc161686272] Carcinogenicity
[Link to information that may already be available under other section of the template].

[bookmark: _Toc161686273] Germ cell mutagenicity
[Link to information that may already be available under other section of the template].

[bookmark: _Toc161686274] Reproductive toxicity
[Link to information that may already be available under other section of the template].

[bookmark: _Toc161686275] Specific target organ toxicity after repeated exposure
[Link to information that may already be available under other section of the template].

[bookmark: _Toc161686276] Estimated data on toxicity, including read-across
[Please provide a short overall summary of the reported estimated data, for example ones derived from computational/ QSARs, read-across/grouping, etc. and conclude on the relevance of the provided information. If appropriate, a separate heading for read-across can be created and even be moved in an earlier section if deemed appropriate.]

[bookmark: _Toc161686277] Other convincing scientific evidence
[Please provide a short overall summary of other reported convincing scientific evidence and conclude on the relevance of the provided information.]


[bookmark: _Toc161686278]Short summary and overall relevance of the provided information on the PBT and vPvB properties
[Please make a short summary of the evidence on the persistent, bioaccumulative and toxic (PBT) and very persistent, very bioaccumulative (vPvB) properties under CLP Annex I, 4.3. and conclude on the relevance of the provided data.]

[bookmark: _Toc161686279]Comparison with the CLP criteria and conclusion on classification and labelling for PBT/vPvB hazards
[Please compare the results with the CLP classification criteria for the hazard class in question, i.e. PBT and vPvB. More details on the assessment approach, e.g. based on parent or ingredient substance, read-across, etc. to be included here, as well as an overall conclusion on the classification. Separate conclusions on P and B and T need to be drawn. These last two sections may also be merged, if appropriate.]

[bookmark: _Toc161686280]PERSISTENT, MOBILE AND TOXIC (PMT) OR VERY PERSISTENT, VERY MOBILE (VPVM) PROPERTIES UNDER CLP ANNEX I, 4.4 [equivalent to section 15 of the CLH report template]

Section relevant for classification and labelling purpose. Link can be provided to information that may already be available under other section of the template.
[Please use the following paragraph (modified as necessary) to reflect the weight-of-evidence you have used: A weight-of-evidence determination according to the provisions of Annex I, Section 4.4.2.4 of CLP Regulation is used to classify  the substance as PMT/vPvM. Higher tier information should come first, followed by other supportive elements. All available information (such as the results of standard tests, monitoring and modelling, information from the application of the category and analogue approach (grouping, read-across) and (Q)SAR results) will be considered together in a weight-of-evidence approach. Information on ingredient substances (constituents/ degradation or transformation products/ impurities/ additives) and any relevant group substance properties belonging to the same category, if relevant, must be recorded under the relevant sub-heading. For further instructions on how to report such information on ingredient substances please refer to the CLP Guidance developed by ECHA. Please delete all the tables and sub-sections that are not relevant for your dossier. Please amend/delete the suggested table headings below as necessary. Separate tables can be provided for different types of information].

[bookmark: _Toc161686281]Persistence under CLP Annex I, 4.4
[Link to information that may already be available under other section of the template]

[bookmark: _Toc161686282]Mobility under CLP Annex I, 4.4
Table 78:  Summary of relevant information on mobility under CLP Annex I 4.4
	Method/ Study type
	Test material and purity
	Results
	Remarks/Reliability
	Reference

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


[Please insert/delete rows according to the number of studies. The table is a proposal for data presentation and may be modified from the layout proposed to better fit the purpose.]
[For ionisable substances, information on the dissociation constant can also be included in the table above.]
Experimental data

[bookmark: _Toc161686283]Soil adsorption/ desorption studies
[Please make an overall summary of available experimental studies on the organic carbon- water partition coefficient, usually referring to OECD TG 106 and conclude on the relevance of the provided data]

[bookmark: _Toc161686284]Other adsorption/ desorption studies
[Please make an overall summary of other relevant information on the organic carbon- water partition coefficient, usually referring to OECD TG 121, sludge and sediment adsorption/desorption studies, etc. and conclude on the relevance of the provided data]

[bookmark: _Toc161686285]Experimental information from soil column leaching studies
[Please make an overall summary of available experimental studies from leaching studies, usually referring to OECD TG 312 and conclude on the relevance of the provided data. Information from soil thin or thick layer chromatography (TLC) experiments, can also be included, here.]

[bookmark: _Toc161686286]Other information from leaching studies (sludge leaching studies)
[Please make an overall summary of other available information from leaching studies, e.g. from field studies, lysimeter studies,  etc. and conclude on the relevance of the provided data]

[bookmark: _Toc161686287]Estimated data on mobility, including read-across
[Please provide a short overall summary of the reported estimated data, for example ones derived from computational/ QSARs, environmental fate models, read-across/grouping, etc. and conclude on the relevance of the provided information. If appropriate, a separate heading for read-across can be created and even be moved in an earlier section if deemed appropriate.]

[bookmark: _Toc161686288]Water solubility
[Please make an overall summary of available experimental studies on water solubility, make reference on other section, if appropriate]

[bookmark: _Toc161686289]Other convincing scientific evidence (for example, monitoring data)
[Please make an overall summary of available monitoring data or other relevant information and conclude on the relevance of the provided information.]

[bookmark: _Toc161686290]Toxicity under CLP Annex I, 4.4
[Link to information that may already be available under other section of the template]

[bookmark: _Toc161686291]Short summary and overall relevance of the provided information on the PMT and vPvM properties
[Please make a short summary of the evidence on the persistent, mobile and toxic (PMT) and very persistent, very mobile (vPvM) properties under CLP Annex I, 4.4. and conclude on the relevance of the provided data.]

[bookmark: _Toc161686292]Comparison with the CLP criteria and conclusion on classification and labelling for PMT/vPvM hazards
[Please compare the results with the CLP classification criteria for the hazard class in question, i.e. PMT and vPvM. More details on the assessment approach, e.g. based on parent or ingredient substance, read-across, etc. to be included here, as well as an overall conclusion on the classification. Separate conclusions on P and M and T need to be drawn. These last two sections may also be merged, if appropriate.]


[bookmark: _Toc161686293][bookmark: _Toc469484796]ENDOCRINE DISRUPTING PROPERTIES
The assessment of the endocrine disrupting (ED) properties (for both human health and the environment) should be included under this subheading. 
Study summaries of individual mamtox ED studies should be presented in Volume 3 B.6, whereas study summaries of individual ecotox ED studies should be presented in Volume 3 B.9 respectively. Please add under this section cross references to the respective Vol.3 B.6 and B.9 where the study summaries are presented. 
Besides presenting the conclusions of the weight of evidence assessment, the RMS is also requested to make a proposal for a further testing strategy where this is necessary to conclude the ED assessment (e.g. in case the data package is insufficient) and timeline for the execution of the additional study/ies proposed in the strategy. The conclusions of the weight of evidence assessment should be complemented by the inclusion of the substantiating line of evidence and of the mode of action (MoA) analysis.
In the ECHA/EFSA Guidance for the identification of endocrine disruptors in the context of Regulations (EU) No 528/2012 and (EC) No 1107/2009, particular instructions on how to present the assessment are provided. The RMS is kindly requested to present the assessment in line with the Guidance document. Furthermore, the Excel file, completed in line with the template for reporting the available information relevant for ED assessment (Appendix E.1 to the Guidance), checked and where needed corrected by the RMS, should be submitted as Annex to the Assessment Report Volume 1.

The new hazard classes on endocrine disruption for human health or the environment: ED HH in Category 1 and Category 2 (Endocrine disruption for human health) and ED ENV in Category 1 and Category 2 (Endocrine disruption for the environment), introduced by Commission Delegated Regulation 2023/707 of 19 December 2022 amending the CLP Regulation (EC) No 1272/2008 as regards hazard classes and criteria for the classification,
labelling and packaging of substances and mixtures, entered into force on 20 April 2023. It should be noted that these new hazard classes are currently not included in the approval criteria in Annex II to Regulation (EC) No 1107/2009, as amended by Regulation 2018/605, with regard to active substances for use in plant protection products.

[bookmark: _Hlk152666537]For the purpose of submission of harmonised classification proposals with regard to endocrine disruption for human health or the environment, the corresponding dedicated sections on classification, extracted and taken over from the updated standalone CLH report template[footnoteRef:3], have been integrated into the existing ED template. It is acknowledged that the existing EFSA ED template is a well-established working template for the assessment and presentation of the ED assessment of pesticide active substances, which proved to be fit for purpose based on the wide experience gained over time.  Therefore, the existing ED template following the structure of the ECHA/EFSA ED Guidance has been maintained, with the addition of the classification-specific elements taken over from the ECHA standalone template, as a pragmatic approach. This compromise solution is aimed to serve the needs for both the EFSA peer review and ECHA CLP processes, while accepting that certain flexibility might be needed. See sections 2.12.1 and 2.12.2 below. [3:  Available on the ECHA website: Formats and templates - ECHA (europa.eu)] 


[bookmark: _Toc133403469][bookmark: _Toc161686294]ENDOCRINE DISRUPTION FOR HUMAN HEALTH


[bookmark: _Toc161686295]Gather all relevant information  
[bookmark: _Toc968036][Provide a brief description of the available dataset both for mammalian toxicology (i.e. type of test methods, in silico, in vitro and in vivo) and the sources used for the data-gathering. Make reference to the excel template (Appendix E1 of the ECHA/EFSA Guidance)]. 

[bookmark: _Toc161686296]ED assessment for the T-modality

Have T-mediated parameters been sufficiently investigated?

	
	Sufficiently investigated

	T-mediated parameters
	Yes/No (based on availability/lack of the following studies: XXXX)







Lines of evidence for adverse effects and endocrine activity related to the T-modality
Copy/implement, where necessary, the table of lines of evidence for T-modality for adversity and endocrine activity from the excel file
Substance name	Volume 1 – Level 2
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[bookmark: _Hlk1036048][bookmark: _Toc1066213][bookmark: _Toc1066983][bookmark: _Toc1552978]Assessment of the integrated lines of evidence and weight of evidence for T-mediated adversity and endocrine activity
In this section a tabular representation of the weight of evidence should be presented with the final conclusion. The overall scope of this section is to answer to the following two questions: 
· Has T-mediated adversity been observed? 
· Has T-mediated endocrine activity been observed?
EXAMPLE:
Table 79:  WoE for T-mediated adversity
	
	· Thyroid histological changes (follicular dilatation, FC hyperplasia and FC adenoma) observed in two species (mouse and rat) in the carcinogenesis studies (study ID x and y) and considered adverse (intermediate and high doses).

	
	· The two carcinogenesis studies were conducted at the MTD.
· Based on survival, body weight, food consumption, clinical chemistry and clinical signs

	
	· The proliferative effect was confirmed by an increase in cell proliferation observed in a short study (up to 28 days) and lower dose (time & dose concordance).

	
	· Additional target organ toxicity was observed in the adrenal, kidney (only mouse) and liver at the same doses (relevant for consideration on potential non-endocrine MOA) 

	
	· For the liver, changes were mainly characterized by panlobular hypertrophy, hepatocellular necrosis, fatty change and hepatocellular neoplasm. Considered adverse and observed in multiple studies also of shorter duration (likely lead toxic effect) 



Table 80:  WoE for T-mediated endocrine activity
	
	TPO in vitro investigation negative

	
	Decrease in THs in the mouse was observed in studies of shorter duration (14 and 28 days) and at lower doses (35 and 350 mg/kg/day).

	
	Decrease in THs in the rat was observed is a study of shorter duration (14 days) and dose tested of 700 mg/kg bw per day.

	
	Increase at week 16 only in TSH (measured in rat and mouse) were observed in mouse. 



If needed, text can also be provided to further describe the WoE for the assessment of T-mediated adversity and/or endocrine activity.
[bookmark: _Toc1066214][bookmark: _Toc1066984][bookmark: _Toc1552979][bookmark: _Hlk1066310]Initial analysis of the evidence and identification of relevant scenario for the ED assessment of T-modality
Indicate in the Table below the relevant scenario for the assessment of T-modality.
EXAMPLE:
Table 81:  Selection of relevant scenario
	Adversity based on T-mediated parameters
	Positive mechanistic OECD CF level 2/3 Test
	Scenario
	Next step of the assessment
	Scenario selected
(indicate with an “x” the scenario selected based on the assessed lines of evidence)

	No (sufficiently investigated)
	Yes/No
	1a
	Conclude: ED criteria not met because there is no “T-mediated” adversity
	

	Yes (sufficiently investigated)
	Yes/No
	1b
	Perform MoA analysis
	e.g. X

	No (not sufficiently investigated)
	Yes
	2a (i)
	Perform MoA analysis (additional information may be needed for the analysis)
	

	No (not sufficiently investigated)
	No (sufficiently investigated)
	2a (ii)
	Conclude: ED criteria not met because no T-mediated endocrine activity observed
	

	No (not sufficiently investigated)
	No (not sufficiently investigated)
	2a (iii)
	Generate missing level 2 and 3 information. Alternatively, generate missing “EATS-mediated” parameters. Depending on the outcome move to corresponding scenario
	

	Yes (not sufficiently investigated)
	Yes/No
	2b
	Perform MoA analysis
	



[bookmark: _Toc963752][bookmark: _Toc1552980]MoA analysis for T-modality
This section and the following ones until 2.12.1.2.4.4  should be completed only for the scenarios requiring the MoA analysis. However, when the ED criteria for T-modality are met/not met based on scenario 1a or 2a (ii), the sections on MoA analysis can be deleted and the conclusion on the assessment of T-modality should be reported in section 2.12.1.2.5.
In some cases, a detailed MoA analysis is not needed as explained in Section 3.5.2 of the ECHA-EFSA Guidance to identify EDs: “In the case of adversity based on “EATS-mediated” parameters, the underlying knowledge (i.e. by coherence analysis (Susser, 1991)) of the likely endocrine nature of the effects may be such that judgement can be reached on the biological plausibility of a link without recourse to a detailed MoA analysis.”
This is the case of the example showed in previous sections where the information available is sufficient to establish a biological plausible link between endocrine activity and T-mediated adversity. Therefore, in such case, the assessment can be finalised and the conclusion described in this section.
In cases where the above described approach is not applicable, the analysis of the MoA should be described by completing the following sections.

[bookmark: _Toc1552981]Postulate MoA
Based on the assessed lines of evidence described and listed in section 2.12.1.2.2., postulate the MoA and describe it as shown in the example below. In case it is concluded that the available information is not sufficient to postulate the MoA, this conclusion should be reflected here. Furthermore, in the following section 2.12.1.2.4.2  a description of which type of information should be generated to substantiate the MoA must be provided.
EXAMPLE:
Table 82:  Description of the postulated MoA
	
	Description
	Supporting Evidence
(for each event along the MoA, indicate the study/ies where it was observed)

	MIE
	e.g. CAR-PXR activation

	e.g. measured in human hepatocytes (study ID X)

	KE1
	e.g. Phase I /Phase II catabolic activation

	e.g. XXXX

	KE2
	e.g. Decrease serum concentration of T4
	e.g. XXXX

	KE3
	e.g. Increase in TSH

	e.g. XXXX

	KE4
	e.g. Increase in follicular cells proliferation

	e.g. XXXX

	AO
	e.g. Thyroid hyperplasia/adenoma

	e.g. increased adenoma in two carcinogenicity rat studies (study ID X and Y)



[bookmark: _Toc1552982]Further information to be generated to postulate MoA
If the available information is not sufficient to postulate the MoA, in this section it should be clearly described which additional information should be generated in order to postulate the MoA. In this case, a testing proposal should be presented here and the assessment can be concluded (i.e. following sections for T-modality can be deleted because not relevant). In case the MoA can be postulated without the need of generating further information this section can be deleted and the following ones should be filled.

[bookmark: _Toc1552983]Empirical support of the postulated MoA
For each key event of the postulated MoA, the dose- and temporal concordance for each key event relationship should be assessed as shown in the example below.
EXAMPLE:
Table 83:  Dose- and temporal-concordance between key events of the postulated MoA
	
	MIE
CAR-PXR activation
	KE1
Phase I /Phase II catabolic activation
	KE2
↓serum concentration of T4
	KE3
↑ in TSH
	KE4
↑ in follicular cells proliferation
	AO
Thyroid hyperplasia/adenoma

	In vitro 3-10 µM
	96 hours +++
	
	
	
	
	

	35 mg/kg bw per day mouse
	7-28 days
+++
	7-28 days
+++
	7-28 days
++
	7-28 days
++
	7-28 days
++
	

	460 (mouse)/ 318 (rat) mg/kg bw per day
	
	
	
	
	
	104 weeks
+



[bookmark: _Toc1552984]Conclusion on MoA analysis
The conclusion of the MoA analysis should be presented in a tabular form. The overall conclusion on ED assessment should be reported in this section.
EXAMPLE:
Table 84:  Summary of the MoA analysis
	
	MIE to KE1
	KE1 to KE2
	KE2 to KE3
	KE3 to KE4
	KE4 to KE5
	KE5 to AO

	Biological plausibility for the KER
	Strong, well documented
	Strong, well documented
	String, well documented
	Strong well documented
	Strong, well documented
	Strong well documented

	Empirical support for the KER
	Moderate, /strong, some evidence is indirect
	Moderate, evidence is indirect, THs clearance was not measured
	Moderate, only in one species and occasionally controversial
	Strong, dose and time related
	Strong dose and time related
	Strong, dose and time related

	Essentiality of the KE
	Strong
	Na
	Na
	Na
	Na
	Na

	Consistency
	Some KEs are consistently observed in different studies and species
The pattern of effect is consistent across studies and species and in line with the postulated MOA

	Analogy
	The same MOA has been seen in the same species with multiple substances and this is well documented

	Specificity
	This MOA is not very specific and can occur as a consequence of activation of different MIE. However, the upstream KEs are specific of a liver mediated MIE. As such, this MOA is specific.



[bookmark: _Toc1552985]Conclusion of the assessment of T-modality
If the ED criteria for T-modality are met/not met based on scenario 1a or 2a (ii), report the conclusion here and the assessment for the T-modality can be finalised. In case missing information should be generated, it should be clearly indicated in this section the type of studies to be generated.
[bookmark: _Toc963757][bookmark: _Toc1552986][bookmark: _Toc161686297][bookmark: _Toc399503960][bookmark: _Toc399850647][bookmark: _Toc405560709]ED assessment for EAS-modalities 

[bookmark: _Toc1552987]Have EAS-mediated parameters been sufficiently investigated?

	
	Sufficiently investigated

	EAS-mediated parameters
	Yes/No (based on availability/lack of the following studies: XXXX)


Substance name	Volume 1 – Level 2
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[bookmark: _Toc1552988]Lines of evidence for adverse effects and endocrine activity related to EAS-modalities
Copy/implement, where necessary the table of lines of evidence for EAS-modalities for adversity and endocrine activity from the excel file.

Substance name	Volume 1 – Level 2

47
[bookmark: _Toc1552989]Assessment of the integrated lines of evidence and weight of evidence for EAS-mediated adversity and endocrine activity
In this section a tabular representation of the weight of evidence should be presented with the final conclusion. The overall scope of this section is to answer to the following two questions:
· Has EAS-mediated adversity been observed?
· Has EAS-mediated endocrine activity been observed?
EXAMPLE:
Table 85:  WoE for EAS-mediated adversity
	
	· The most relevant studies for adversity are 2 two-year rat studies

	
	· Leydig cells adenoma observed in 2 two-year rat studies. Dose-dependent increase observed below MTD.

	
	· Dose-dependent decrease of testis weight observed in 1 two-year rat study. Effect observed below MTD.

	
	· The two carcinogenesis studies were conducted at the MTD. (Based on survival, body weight, food consumption, clinical chemistry and clinical signs).

	
	· Additional target organ toxicity was observed in the liver.



Table 86:  WoE for EAS-mediated endocrine activity
	
	· Several in vitro assays providing evidence indicative of anti-androgenic activity.

	
	· Decreased serum testosterone and increased testicular testosterone in 90-day rat study in male.

	
	· Increased LH levels (rat 2-weeks) in males.

	
	· Decreased weight of several male reproductive organs from 3 Hershberger studies.



If needed, text can also be provided to further describe the assessment of EAS-mediated adversity and/or endocrine activity.

[bookmark: _Toc1552990]Initial analysis of the evidence and identification of relevant scenario for the ED assessment of EAS-modalities
Indicate in the Table below the relevant scenario for the assessment of EAS-modalities.
EXAMPLE:
Table 87:  Selection of relevant scenario
	Adversity based on EAS-mediated parameters
	Positive mechanistic OECD CF level 2/3 Test
	Scenario
	Next step of the assessment
	Scenario selected
(indicate with an “x” the scenario selected based on the assessed lines of evidence)

	No (sufficiently investigated)
	Yes/No
	1a
	Conclude: ED criteria not met because there is no “EAS-mediated” adversity
	

	Yes (sufficiently investigated)
	Yes/No
	1b
	Perform MoA analysis
	e.g. X

	No (not sufficiently investigated)
	Yes
	2a (i)
	Perform MoA analysis (additional information may be needed for the analysis)
	

	No (not sufficiently investigated)
	No (sufficiently investigated)
	2a (ii)
	Conclude: ED criteria not met because no EAS-mediated endocrine activity observed
	

	No (not sufficiently investigated)
	No (not sufficiently investigated)
	2a (iii)
	Generate missing level 2 and 3 information. Alternatively, generate missing “EATS-mediated” parameters. Depending on the outcome move to corresponding scenario
	

	Yes (not sufficiently investigated)
	Yes/No
	2b
	Perform MoA analysis
	




[bookmark: _Toc963763][bookmark: _Toc1552991]MoA analysis for EAS-modalities
This section and the following ones until 2.12.1.3.4.4  should be completed only for the scenarios requiring the MoA analysis. However, when the ED criteria for EAS-modalities are met/not met based on scenario 1a or 2a (ii), the sections on MoA analysis can be deleted and the conclusion on the assessment of EAS-modalities should be reported in section 2.12.1.3.5 .
In some cases, a detailed MoA analysis is not needed as explained in Section 3.5.2 of the ECHA-EFSA Guidance to identify EDs: “In the case of adversity based on “EATS-mediated” parameters, the underlying knowledge (i.e. by coherence analysis (Susser, 1991)) of the likely endocrine nature of the effects may be such that judgement can be reached on the biological plausibility of a link without recourse to a detailed MoA analysis.”
This is the case of the example showed in previous sections where the information available is sufficient to establish a biological plausible link between endocrine activity and EAS-mediated adversity. Therefore, in such case, the assessment can be finalised and the conclusion described in this section.
In cases where the above described approach is not applicable, the analysis of the MoA should be described by completing the following sections.

[bookmark: _Toc1552992]Postulate MoA
Based on the assessed lines of evidence described and listed in section 2.12.1.3.2, postulate the MoA and describe it as shown in the example below. In case it is concluded that the available information is not sufficient to postulate the MoA, this conclusion should be reflected here. Furthermore, in the following section 2.12.1.3.4.2  a description of which type of information should be generated to substantiate the MoA must be provided.
EXAMPLE: 
Table 88:  Description of the postulated MoA
	
	Description
	Supporting Evidence
(for each event along the MoA, indicate the study/ies where it was observed)

	MIE
	e.g. Androgen receptor antagonist

	e.g. Several in vitro assays using both human cell lines, rat prostate tissue and recombinant protein. Concordance between assays.
(supporting evidence of anti-androgenic activity) (study ID X)

	KE1
	e.g. Decreased serum testosterone

	e.g. XXX

	KE2
	e.g. Increased LH levels
	e.g. XXX

	KE3
	e.g. Increased testicular testosterone
	e.g. XXX

	KE4
	e.g. Leydig cells hyperplasia
	e.g. XXX

	AO
	e.g. Leydig cells tumors
	e.g. measured in two carcinogenicity rat studies (study ID X and Y)



[bookmark: _Toc1552993]Further information to be generated to postulate MoA
If the available information is not sufficient to postulate the MoA, in this section it should be clearly described which additional information should be generated in order to postulate the MoA. In this case, a testing proposal should be presented here and the assessment can be concluded (i.e. following sections for EAS-modalities can be deleted because not relevant). In case the MoA can be postulated without the need of generating further information this section can be deleted and the following ones should be filled.
[bookmark: _Toc1552994]Empirical support of the postulated MoA
For each key event of the postulated MoA, the dose- and temporal concordance should be assessed as shown in the example below.
EXAMPLE:
Table 89:  Dose- and temporal-concordance between key events of the postulated MoA
	
	MIE

	KE1
↓ serum testosterone

	KE2
↑ LH levels

	KE3
↑ testicular testosterone

	KE4
Leydig cells hyperplasia

	AO
Leydig cells tumors


	6.25 mg/kg bw per day (rat)
	
	
	
	
	104 weeks
++
	104 weeks
++

	10 mg/kg bw per day (rat)
	
	
	
	
	117 weeks
++
	117 weeks
++

	23 mg/kg bw per day (rat)
	
	
	
	
	24-52 weeks
+
	

	31.26 mg/kg bw per day (rat)
	
	
	
	
	26 weeks
+
	26 weeks
+

	100 mg/kg bw per day (rat)
	
	13 weeks
++

	
	13 weeks
++
	
	

	200 mg/kg bw per day (rat)
	
	
	2 weeks
++
	
	
	



[bookmark: _Toc1552995]Conclusion on MoA analysis
The conclusion of the MoA analysis should be presented in a tabular form. The overall conclusion on ED assessment should be reported in this section.
EXAMPLE:
Table 90:  Summary of the MoA analysis
	
	MIE to KE1
Androgen receptor to decreased testosterone
	KE1 to KE2
Decreased testosterone to increased LH
	KE2 to KE3/4 Increased LH to
Leydig cell hyperplasia
	KE4 to AO 
Leydig tumors

	Biological plausibility
	STRONG: well documented that anti-androgenic activity leads to ↓ testosterone
	STRONG: ↓ testosterone induces negative feedback to hypothalamus to ↑ LH production
	STRONG: LH induces Leydig cells to produce Testosterone. This over time can lead to hyperplasia
	STRONG: It is known that a continuum exists between epithelial cell hyperplasia and tumors

	Empirical support
	WEAK:
Dose and time concordance were compromised by the dose selection and study design (selected parameters, hormones, and length of the study)
	STRONG: dose and temporal concordance observed in several rat studies

	Essentiality
	No data

	Consistency
	Particularly Leyding cells hyperplasia and tumors have been observed in several studies. Also AR anti-androgenic activity supported by several in vitro assays

	Analogy
	Similar effects are known to occur with multiple chemicals acting on the same MIE, including therapeutic drugs.

	Specificity
	Although a clear experimental understanding of early KEs is lacking, the sequence of KEs from the MIE to the AO is considered specific



[bookmark: _Toc1552996]Conclusion of the assessment of EAS-modalities
If the ED criteria for EAS-modalities are met/not met based on scenario 1a or 2a (ii), report the conclusion here and the assessment for the EAS-modalities can be finalised. In case missing information should be generated, it should be clearly indicated in this section the type of studies to be generated.
[bookmark: _Toc161686298]ED assessment for non-EATS-modalities 
It should be noted that aside from the EATS modalities that are known to lead to endocrine disruption, there are also other endocrine (i.e. non-EATS) modalities. Although the existing knowledge for those modalities is not as advanced as for the EATS modalities, it may, in some cases, be already possible to reach a conclusion on non-EATS mediated endocrine disruptors, e. g., where literature data provide information, which can be linked to adverse effects measured in reliable studies. Such information should be reported by applying the same assessment principles as for EATS modalities and the paragraphs 2.12.1.3.1 – 2.12.1.3.4 can be repeated for non-EATS modalities, as needed.

[bookmark: _Toc1552997][bookmark: _Toc161686299]Overall conclusion on the ED assessment for human health
[bookmark: _Hlk156405344][Please make a short summary of the evidence for endocrine disruption and conclude on the relevance of the provided data. Please summarise clearly but shortly the evidence for adversity, endocrine activity and the biological plausibility / MoA analysis]

[bookmark: _Toc133403481][bookmark: _Toc161686300]Comparison with the CLP criteria
[Please compare the results with the CLP classification criteria for the hazard class in question, i.e. endocrine disruption for human health.]

[bookmark: _Toc133403482][bookmark: _Toc161686301] Conclusion on classification and labelling for endocrine disruption for human health
[bookmark: _Hlk152683987][Please conclude on classification and labelling for endocrine disruption according to the CLP criteria. Consider also a potential need of setting a specific concentration limit.]

[bookmark: _Toc133403513][bookmark: _Toc161686302]ENDOCRINE DISRUPTION FOR THE ENVIRONMENT 

[bookmark: _Toc161686303]Gather all relevant information  
[Provide a brief description of the available dataset both for ecotoxicology (i.e. type of test methods, in silico, in vitro and in vivo) and the sources used for the data-gathering. Make reference to the excel template (Appendix E1 of the ECHA/EFSA Guidance)]. 
[bookmark: _Toc1552999][bookmark: _Toc161686304]ED assessment for T-modality 

Have T-mediated parameters been sufficiently investigated?

	
	Sufficiently investigated

	T-mediated parameters
	Yes/No (based on availability/lack of the following studies: XXXX)




Substance name	Volume 1 – Level 2
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[bookmark: _Toc1553000]Lines of evidence for adverse effects and endocrine activity related to T-modality
Copy/implement, where necessary, the table of lines of evidence for T-modality for adversity and endocrine activity from the excel file.

Substance name	Volume 1 – Level 2

47
[bookmark: _Toc1553001]Assessment of the integrated lines of evidence and weight for T-mediated adversity and endocrine activity
In this section a tabular representation of the weight of evidence should be presented with the final conclusion. The overall scope of this section is to answer to the following two questions: 
· Has T-mediated adversity been observed? 
· Has T-mediated endocrine activity been observed?
Table 91:  WoE for T-mediated adversity
	
	· 

	
	· 

	
	· 

	
	· 

	
	· 



Table 92:  WoE for T-mediated endocrine activity
	
	· 

	
	· 

	
	· 

	
	· 



If needed, text can also be provided to further describe the WoE for the assessment of T-mediated adversity and/or endocrine activity

[bookmark: _Toc1553002]Initial analysis of the evidence and identification of the relevant scenario
Indicate in the Table below the relevant scenario for the assessment of T-modality.
EXAMPLE:
Table 93:  Selection of relevant scenario
	Adversity based on T-mediated parameters
	Positive mechanistic OECD CF level 2/3 Test
	Scenario
	Next step of the assessment
	Scenario selected
(indicate with an “x” the scenario selected based on the assessed lines of evidence)

	No (sufficiently investigated)
	Yes/No
	1a
	Conclude: ED criteria not met because there is no “T-mediated” adversity
	

	Yes (sufficiently investigated)
	Yes/No
	1b
	Perform MoA analysis
	e.g. X

	No (not sufficiently investigated)
	Yes
	2a (i)
	Perform MoA analysis (additional information may be needed for the analysis)
	

	No (not sufficiently investigated)
	No (sufficiently investigated)
	2a (ii)
	Conclude: ED criteria not met because no T-mediated endocrine activity observed
	

	No (not sufficiently investigated)
	No (not sufficiently investigated)
	2a (iii)
	Generate missing level 2 and 3 information. Alternatively, generate missing “EATS-mediated” parameters. Depending on the outcome move to corresponding scenario
	

	Yes (not sufficiently investigated)
	Yes/No
	2b
	Perform MoA analysis
	



[bookmark: _Toc1553003]MoA analysis for T-modality
For the scenarios requiring the MoA analysis the following sections need to be completed.
In some cases, a detailed MoA analysis is not needed as explained in Section 3.5.2 of the ECHA-EFSA Guidance to identify EDs: “In the case of adversity based on “EATS-mediated” parameters, the underlying knowledge (i.e. by coherence analysis (Susser, 1991)) of the likely endocrine nature of the effects may be such that judgement can be reached on the biological plausibility of a link without recourse to a detailed MoA analysis.”
This is the case of the example showed in previous sections where the information available is sufficient to establish a biological plausible link between endocrine activity and T-mediated adversity. Therefore, in such case, the assessment can be finalised and the conclusion described in this section.
In cases where the above described approach is not applicable, the analysis of the MoA should be described by completing the following sections.
[bookmark: _Toc1553004]Postulate MoA
Based on the assessed lines of evidence described and listed in section 2.12.2.2.2, postulate the MoA and describe it as shown in the example below. In case it is concluded that the available information is not sufficient to postulate the MoA, this conclusion should be reflected here. Furthermore, in the following section 2.12.2.2.4.2  a description of which type of information should be generated to substantiate the MoA must be provided.
EXAMPLE:
Table 94:  Description of the postulated MoA
	
	Description
	Supporting Evidence
(for each event along the MoA, indicate the study/ies where it was observed)

	MIE
	e.g. CAR-PXR activation

	e.g. measured in human hepatocytes (study ID X)

	KE1
	e.g. Phase I /Phase II catabolic activation

	e.g. XXXX

	KE2
	e.g. Decrease serum concentration of T4
	e.g. XXXX

	KE3
	e.g. Increase in TSH

	e.g. XXXX

	KE4
	e.g. Increase in follicular cells proliferation

	e.g. XXXX

	AO
	e.g. Thyroid hyperplasia/adenoma

	e.g. increased adenoma in two carcinogenicity rat studies (study ID X and Y)



[bookmark: _Toc1553005]Further information to be generated to postulate MoA
If the available information is not sufficient to postulate the MoA, in this section it should be clearly described which additional information should be generated in order to postulate the MoA. In this case, a testing proposal should be presented here and the assessment can be concluded (i.e. following sections for T-modality can be deleted because not relevant). In case the MoA can be postulated without the need of generating further information this section can be deleted and the following ones should be filled.

[bookmark: _Toc1553006]Empirical support of the postulated MoA
For each key event of the postulated MoA, the dose- and temporal concordance for each key event relationship should be assessed as shown in the example below.
EXAMPLE:
Table 95:  Dose- and temporal-concordance between key events of the postulated MoA
	
	MIE
CAR-PXR activation
	KE1
Phase I /Phase II catabolic activation
	KE2
↓serum concentration of T4
	KE3
↑ in TSH
	KE4
↑ in follicular cells proliferation
	AO
Thyroid hyperplasia/adenoma

	In vitro 3-10 µM
	96 hours +++
	
	
	
	
	

	35 mg/kg bw per day mouse
	7-28 days
+++
	7-28 days
+++
	7-28 days
++
	7-28 days
++
	7-28 days
++
	

	460 (mouse)/ 318 (rat) mg/kg bw per day
	
	
	
	
	
	104 weeks
+



[bookmark: _Toc1553007]Conclusion on MoA analysis
The conclusion of the MoA analysis should be presented in a tabular form. The overall conclusion on ED assessment should be reported in this section.
EXAMPLE:
Table 96:  Summary of the MoA analysis
	
	MIE to KE1
	KE1 to KE2
	KE2 to KE3
	KE3 to KE4
	KE4 to KE5
	KE5 to AO

	Biological plausibility for the KER
	Strong, well documented
	Strong, well documented
	String, well documented
	Strong well documented
	Strong, well documented
	Strong well documented

	Empirical support for the KER
	Moderate, /strong, some evidence is indirect
	Moderate, evidence is indirect, THs clearance was not measured
	Moderate, only in one species and occasionally controversial
	Strong, dose and time related
	Strong dose and time related
	Strong, dose and time related

	Essentiality of the KE
	Strong
	Na
	Na
	Na
	Na
	Na

	Consistency
	Some KEs are consistently observed in different studies and species
The pattern of effect is consistent across studies and species and in line with the postulated MOA

	Analogy
	The same MOA has been seen in the same species with multiple substances and this is well documented

	Specificity
	This MOA is not very specific and can occur as a consequence of activation of different MIE. However, the upstream KEs are specific of a liver mediated MIE. As such, this MOA is specific.



[bookmark: _Toc1553008]Conclusion on the ED assessment for T-modality

[bookmark: _Toc1553009][bookmark: _Toc161686305]ED assessment for EAS-modalities

Have EAS-mediated parameters been sufficiently investigated?

	
	Sufficiently investigated

	EAS-mediated parameters
	Yes/No (based on availability/lack of the following studies: XXXX)




[bookmark: _Toc1553010]Lines of evidence for adverse effects and endocrine activity related to EAS-modalities
Copy/implement, where necessary, the table of lines of evidence for EAS-modalities for adversity and endocrine activity from the excel file.

Substance name	Volume 1 – Level 2
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[bookmark: _Toc1553011]Assessment of the integrated lines of evidence and weight of evidence  for EAS-mediated adversity and endocrine activity
In this section a tabular representation of the weight of evidence should be presented with the final conclusion. The overall scope of this section is to answer to the following two questions:
· Has EAS-mediated adversity been observed?
· Has EAS-mediated endocrine activity been observed?
Table 97:  WoE for EAS-mediated adversity
	
	· 

	
	· 

	
	· 

	
	· 

	
	· 



Table 98:  WoE for EAS-mediated endocrine activity
	
	· 

	
	· 

	
	· 

	
	· 



If needed, text can also be provided to further describe the assessment of EAS-mediated adversity and/or endocrine activity.

[bookmark: _Toc1553012]Initial analysis of the evidence and identification of the relevant scenario
Indicate in the Table below the relevant scenario for the assessment of EAS-modalities.
EXAMPLE:
Table 99:  Selection of relevant scenario
	Adversity based on T-mediated parameters
	Positive mechanistic OECD CF level 2/3 Test
	Scenario
	Next step of the assessment
	Scenario selected
(indicate with an “x” the scenario selected based on the assessed lines of evidence)

	No (sufficiently investigated)
	Yes/No
	1a
	Conclude: ED criteria not met because there is no “EAS-mediated” adversity
	

	Yes (sufficiently investigated)
	Yes/No
	1b
	Perform MoA analysis
	e.g. X

	No (not sufficiently investigated)
	Yes
	2a (i)
	Perform MoA analysis (additional information may be needed for the analysis)
	

	No (not sufficiently investigated)
	No (sufficiently investigated)
	2a (ii)
	Conclude: ED criteria not met because no EAS-mediated endocrine activity observed
	

	No (not sufficiently investigated)
	No (not sufficiently investigated)
	2a (iii)
	Generate missing level 2 and 3 information. Alternatively, generate missing “EATS-mediated” parameters. Depending on the outcome move to corresponding scenario
	

	Yes (not sufficiently investigated)
	Yes/No
	2b
	Perform MoA analysis
	



[bookmark: _Toc1553013]MoA analysis for EAS-modalities
For the scenarios requiring the MoA analysis the following sections need to be completed.
In some cases, a detailed MoA analysis is not needed as explained in Section 3.5.2 of the ECHA-EFSA Guidance to identify EDs: “In the case of adversity based on “EATS-mediated” parameters, the underlying knowledge (i.e. by coherence analysis (Susser, 1991)) of the likely endocrine nature of the effects may be such that judgement can be reached on the biological plausibility of a link without recourse to a detailed MoA analysis.”
This is the case of the example showed in previous sections where the information available is sufficient to establish a biological plausible link between endocrine activity and EAS-mediated adversity. Therefore, in such case, the assessment can be finalised and the conclusion described in this section.
In cases where the above described approach is not applicable, the analysis of the MoA should be described by completing the following sections.

[bookmark: _Toc1553014]Postulate MoA
Based on the assessed lines of evidence described and listed in section 2.12.2.3.2., postulate the MoA and describe it as shown in the example below. In case it is concluded that the available information is not sufficient to postulate the MoA, this conclusion should be reflected here. Furthermore, in the following section 2.12.2.3.4.2  a description of which type of information should be generated to substantiate the MoA must be provided.
EXAMPLE: 
Table 100:  Description of the postulated MoA
	
	Description
	Supporting Evidence
(for each event along the MoA, indicate the study/ies where it was observed)

	MIE
	e.g. Androgen receptor antagonist

	e.g. Several in vitro assays using both human cell lines, rat prostate tissue and recombinant protein. Concordance between assays.
(supporting evidence of anti-androgenic activity) (study ID X)

	KE1
	e.g. Decreased serum testosterone

	e.g. XXX

	KE2
	e.g. Increased LH levels
	e.g. XXX

	KE3
	e.g. Increased testicular testosterone
	e.g. XXX

	KE4
	e.g. Leydig cells hyperplasia
	e.g. XXX

	AO
	e.g. Leydig cells tumors
	e.g. measured in two carcinogenicity rat studies (study ID X and Y)



[bookmark: _Toc1553015]Further information to be generated to postulate MoA
If the available information is not sufficient to postulate the MoA, in this section it should be clearly described which additional information should be generated in order to postulate the MoA. In this case, a testing proposal should be presented here and the assessment can be concluded (i.e. following sections for EAS-modalities can be deleted because not relevant). In case the MoA can be postulated without the need of generating further information this section can be deleted and the following ones should be filled.
[bookmark: _Toc1553016]Empirical support of the postulated MoA
For each key event of the postulated MoA, the dose- and temporal concordance should be assessed as shown in the example below.
EXAMPLE:
Table 101:  Dose- and temporal-concordance between key events of the postulated MoA
	
	MIE

	KE1
↓ serum testosterone

	KE2
↑ LH levels

	KE3
↑ testicular testosterone

	KE4
Leydig cells hyperplasia

	AO
Leydig cells tumors


	6.25 mg/kg bw per day (rat)
	
	
	
	
	104 weeks
++
	104 weeks
++

	10 mg/kg bw per day (rat)
	
	
	
	
	117 weeks
++
	117 weeks
++

	23 mg/kg bw per day (rat)
	
	
	
	
	24-52 weeks
+
	

	31.26 mg/kg bw per day (rat)
	
	
	
	
	26 weeks
+
	26 weeks
+

	100 mg/kg bw per day (rat)
	
	13 weeks
++

	
	13 weeks
++
	
	

	200 mg/kg bw per day (rat)
	
	
	2 weeks
++
	
	
	



[bookmark: _Toc1553017]Conclusion on MoA analysis
The conclusion of the MoA analysis should be presented in a tabular form. The overall conclusion on ED assessment should be reported in this section.
EXAMPLE:
Table 102:  Summary of the MoA analysis
	
	MIE to KE1
Androgen receptor to decreased testosterone
	KE1 to KE2
Decreased testosterone to increased LH
	KE2 to KE3/4 Increased LH to
Leydig cell hyperplasia
	KE4 to AO 
Leydig tumors

	Biological plausibility
	STRONG: well documented that anti-androgenic activity leads to ↓ testosterone
	STRONG: ↓ testosterone induces negative feedback to hypothalamus to ↑ LH production
	STRONG: LH induces Leydig cells to produce Testosterone. This over time can lead to hyperplasia
	STRONG: It is known that a continuum exists between epithelial cell hyperplasia and tumors

	Empirical support
	WEAK:
Dose and time concordance were compromised by the dose selection and study design (selected parameters, hormones, and length of the study)
	STRONG: dose and temporal concordance observed in several rat studies

	Essentiality
	No data

	Consistency
	Particularly Leyding cells hyperplasia and tumors have been observed in several studies. Also AR anti-androgenic activity supported by several in vitro assays

	Analogy
	Similar effects are known to occur with multiple chemicals acting on the same MIE, including therapeutic drugs.

	Specificity
	Although a clear experimental understanding of early KEs is lacking, the sequence of KEs from the MIE to the AO is considered specific



[bookmark: _Toc1553018]Conclusion on the ED assessment for EAS-modalities


[bookmark: _Toc161686306]ED assessment for non-EATS-modalities 
It should be noted that aside from the EATS modalities that are known to lead to endocrine disruption, there are also other endocrine (i.e. non-EATS) modalities. Although the existing knowledge for those modalities is not as advanced as for the EATS modalities, it may, in some cases, be already possible to reach a conclusion on non-EATS mediated endocrine disruptors, e. g., where literature data provide information, which can be linked to adverse effects measured in reliable studies. Such information should be reported by applying the same assessment principles as for EATS modalities and the paragraphs 2.12.2.3.1 – 2.12.2.3.4 can be repeated for non-EATS modalities, as needed.

[bookmark: _Toc161686307]Overall conclusion on the ED assessment for the environment

[bookmark: _Hlk156405450][Please make a short summary of the evidence for endocrine disruption and conclude on the relevance of the provided data. Please summarise clearly but shortly the evidence for adversity, endocrine activity and the biological plausibility / MoA analysis].



[bookmark: _Toc133403524][bookmark: _Toc161686308][bookmark: _Hlk152683915]Comparison with the CLP criteria
[Please compare the results with the CLP classification criteria for the hazard class in question, i.e. endocrine disruption for the environment.]

[bookmark: _Toc133403525][bookmark: _Toc161686309]Conclusion on classification and labelling for endocrine disruption for the environment
[bookmark: _Hlk152688337][Please conclude on classification and labelling for endocrine disruption according to the CLP criteria. Consider also a potential need of setting a specific concentration limit.]

[bookmark: _Toc161686310]Proposed harmonised classification and labelling according to the CLP criteria [sections 1-6 of the CLH report]
[bookmark: _Toc469484797][bookmark: _Toc161686311][bookmark: _Toc418769317]Identity of the substance [section 1 of the CLH report]

[bookmark: _Toc161686312]Name and other identifiers of the substance 
Table 103:  	Substance identity and information related to molecular and structural formula of the substance
Some of the information in this section is also available under section 1.3. Cross references can be applied whenever necessary. Please delete unnecessary rows.

	Name(s) in the IUPAC nomenclature or other international chemical name(s)
	[The Guidance for identification and naming of substances under REACH and CLP can be found at the following link: 
http://echa.europa.eu/guidance-documents/guidance-on-reach ]

	Other names (usual name, trade name, abbreviation)
	

	ISO common name  (if available and appropriate)
	[Usually only applicable for active substances in PPP or BP]

	EC number (if available and appropriate)
	

	EC name (if available and appropriate)
	

	CAS number (if available)
	

	Other identity code (if available)
	[For example CIPAC number]

	Molecular formula 
	

	Structural formula
	

	SMILES notation (if available)
	

	Molecular weight or molecular weight range
	

	Information on optical activity and typical ratio of (stereo) isomers (if applicable and appropriate)
	[If the substance structure demonstrates stereo-isomerism the ratio of these stereo-isomers should be specified.  If the ratio is unknown it should be stated as such.  For optical isomers a measure of optical activity (specific rotation) should be specified.]

	Description of the manufacturing process and identity of the source (for UVCB substances only)
	[In the case of UVCB substance a full manufacturing process description should be provided including the identity of the source or starting materials and their ratio.  Any relevant process parameters should also be specified.]

	Degree of purity (%) (if relevant for the entry in Annex VI)
	[The minimum and maximum values should be specified.]




[bookmark: _Toc161686313]Composition of the substance
Table 104:  Constituents (non-confidential information)
	Constituent
(Name and numerical identifier)
	Concentration range (% w/w minimum and maximum in multi-constituent substances)
	Current CLH in Annex VI Table 3.1 (CLP) 
	Current self- classification and labelling (CLP)

	
	
	
	


Please insert rows according to the number of constituents in multi-constituent substances.
Table 105:  Impurities (non-confidential information) if relevant for the classification of the substance
	Impurity
(Name and numerical identifier)
	Concentration range 
(% w/w minimum and maximum)
	Current CLH in Annex VI Table 3.1 (CLP) 
	Current self- classification and labelling (CLP)
	The impurity contributes to the classification and labelling  

	
	
	
	
	


Please insert rows according to the number of impurities in the substance. If impurities are confidential information it is sufficient to state whether they contribute to the classification and labelling.
Table 106:  Additives (non-confidential information) if relevant for the classification of the substance
	Additive
(Name and numerical identifier)
	Function
	Concentration range 
(% w/w minimum and maximum)
	Current CLH in Annex VI Table 3.1 (CLP)
	Current self- classification and labelling (CLP)
	The additive contributes to the classification and labelling

	
	
	
	
	
	


Please insert rows according to the number of additives in the substance. If additives are confidential information it is sufficient to state whether they contribute to the classification and labelling. 
Table 107:  Test substances (non-confidential information)
	Identification of test substance
	Purity
	Impurities and additives (identity, %, classification if available)
	Other information
	The study(ies) in which the test substance is used

	
	
	
	
	


Please give details on the test substance used in each study as far as known. Add rows as needed. In cases where the test substance is different from the substance for which CLH is proposed please provide an explanation of why the test substance may be relevant to the proposal, if not explained elsewhere in the report.
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[bookmark: _Toc469484798][bookmark: _Toc161686314]Proposed harmonized classification and labelling 

[bookmark: _Toc161686315]Proposed harmonised classification and labelling according to the CLP criteria
Table 108:  Proposed harmonised classification and labelling according to the CLP criteria
For substances with an existing entry in Annex VI of CLP
	
	
	Index No
	Chemical name
	EC No
	CAS No
	Classification
	Labelling
	Specific Conc. Limits, M-factors and ATEs
	Notes

	
	
	
	
	
	
	Hazard Class and Category Code(s)
	Hazard statement Code(s)
	Pictogram, Signal Word Code(s)
	Hazard statement Code(s)
	Suppl. Hazard statement Code(s)
	
	

	Current Annex VI entry
	
	[bookmark: sid_avi_index_no__2]Existing No
	Add what is in Annex VI e.g. name (ISO); IUPAC name
	[bookmark: sid_ec_number]Add what is in Annex VI, i.e. EC No or "-"
	[bookmark: sid_cas_number]Add what is in Annex VI, i.e. CAS No or "-"
	[bookmark: haz_detailed_concern]Add what is in Annex VI
	[bookmark: haz_detailed_concern__2]Add what is in Annex VI
	Add what is in Annex VI
	Add what is in Annex VI
	Add what is in Annex VI or leave empty
	[bookmark: haz_concentr_limit_current]Add what is in Annex VI or leave empty
	Add what is in Annex VI or leave empty

	Dossier submitters proposal
	
	[bookmark: sid_avi_index_no__3]Existing No
or 
TBD (in case a new Index No is needed) 
	E.g. name (ISO); IUPAC name (corrections may apply e.g. by ECHA SID team)
	[bookmark: sid_ec_number__2]EC No or "-"
	[bookmark: sid_cas_number__2]CAS No or "-"
	Retain 
Add 
Modify
Remove
(see CLP Annex VI Table 1.1. for correct codes)
	Retain 
Add 
Modify 
Remove
	Retain 
Add 
Modify 
Remove
	Retain 
Add 
Modify -
Remove
	Retain 
Add 
Modify 
Remove 
or leave empty
	Retain 
Add 
Modify 
Remove 
or leave empty

[bookmark: haz_concentr_limit_future]ATE e.g. [route of exposure]: ATE = mg/kg bw or mg/mL (vapour) or (dusts or mists)
SCL(s) e.g. [add classification in question]: C ≥ xx%
M-factor(s) e.g. M=xx
	Retain 
Add 
Modify 
Remove 
or leave empty


	Resulting Annex VI entry if agreed by RAC and COM
	
	Existing No
or 
TBD (in case a new Index No is needed) 
	E.g. name (ISO); IUPAC name (corrections may apply e.g. by ECHA SID team)
	EC No or "-"
	CAS No or "-"
	Add the resulting Hazard Class and Category Code(s) without Retain, Add, Modify or Remove
	Add the resulting Hazard Class and Category Code(s) without Retain, Add, Modify or Remove
	Add the resulting Pictogram, Signal Word  Code(s) without Retain, Add, Modify or Remove
	Add the resulting Hazard state
ment Code(s) without Retain, Add, Modify or Remove
	Add the resulting Suppl. Hazard statement Code(s) without Retain, Add, Modify or Remove or leave empty
	Add the resulting SCL(s), M-factor(s) and ATE(s) without Retain, Add, Modify or Remove or leave empty

ATE
SCL
M-factors
	Add the resulting Notes without Retain, Add, Modify or Remove or leave empty



For substances with no current entry in Annex VI of CLP
	
	Index No
	Chemical name
	EC No
	CAS No
	Classification
	Labelling
	Specific Conc. Limits, M-factors and ATEs
	Notes

	
	
	
	
	
	Hazard Class and Category Code(s)
	Hazard statement  Code(s)
	Pictogram, Signal Word  Code(s)
	Hazard statement Code(s)
	Suppl. Hazard statement Code(s)
	
	

	Current Annex VI entry
	No current Annex VI entry

	Dossier submitter’s proposal
	[bookmark: sid_avi_index_no__6]TBD
	name (ISO); IUPAC name (corrections may apply)
	[bookmark: sid_ec_number__5]EC No or "-"
	[bookmark: sid_cas_number__5]CAS No or "-"
	[bookmark: haz_addional_hazard__3]Add the proposed Hazard Class and Category Code(s) (see CLP Annex VI Table 1.1. for correct codes)
	[bookmark: haz_addional_hazard__4]Add the proposed Hazard statement Code(s) 
	Add the proposed Pictogram Code(s) & Signal Word code(s)
	Add the proposed Hazard Statement Code(s) 
	Add the proposed Supplemental Hazard Statement. codes or leave empty 
	Add the proposed SCL(s), M-factor(s) and/or ATE(s) or leave empty

ATE e.g. [route of exposure]: ATE = mg/kg bw or mg/mL (vapour) or (dusts or mists)
SCL(s) e.g. [add classification in question]: C ≥ xx%
M-factor(s) e.g. M=xx
	Add the proposed notes or leave empty




[bookmark: _Toc161686316]Additional hazard statements / labelling
Please state any additional hazard statements or labelling. 

Table 109:  Reason for not proposing harmonised classification and status under CLH public consultation
	Hazard class
	Reason for no classification
	Within the scope of CLH public consultation

	Explosives
	
	Yes/No

	Flammable gases (including chemically unstable gases)
	
	Yes/No

	Oxidising gases
	
	Yes/No

	Gases under pressure
	
	Yes/No

	Flammable liquids
	
	Yes/No

	Flammable solids
	
	Yes/No

	Self-reactive substances
	
	Yes/No

	Pyrophoric liquids
	
	Yes/No

	Pyrophoric solids
	
	Yes/No

	Self-heating substances
	
	Yes/No

	Substances which in contact with water emit flammable gases
	
	Yes/No

	Oxidising liquids
	
	Yes/No

	Oxidising solids
	
	Yes/No

	Organic peroxides
	
	Yes/No

	Corrosive to metals
	
	Yes/No

	Acute toxicity via oral route
	
	Yes/No

	Acute toxicity via dermal route
	
	Yes/No

	Acute toxicity via inhalation route
	
	Yes/No

	Skin corrosion/irritation
	
	Yes/No

	Serious eye damage/eye irritation
	
	Yes/No

	Respiratory sensitisation
	
	Yes/No

	Skin sensitisation
	
	Yes/No

	Germ cell mutagenicity
	
	Yes/No

	Carcinogenicity
	
	Yes/No

	Reproductive toxicity
	
	Yes/No

	Specific target organ toxicity-single exposure
	
	Yes/No

	Specific target organ toxicity-repeated exposure
	
	Yes/No

	Aspiration hazard
	
	Yes/No

	Endocrine disruption for HH
	
	Yes/No

	Hazardous to the aquatic environment
	
	Yes/No

	Endocrine disruption for ENV
	
	Yes/No

	PBT/vPvB
	
	Yes/No

	PMT/vPvM
	
	Yes/No

	Hazardous to the ozone layer
	
	Yes/No


Please select one of the following reasons for not proposing a harmonised classification for a hazard class or state if harmonised classification is proposed for a hazard class;
· data lacking; 
· data inconclusive; 
· data conclusive but not sufficient for classification;
· hazard class not assessed in this dossier;
· harmonised classification proposed;
· hazard class not applicable (e.g. if the substance is not in the applicable physical state for the hazard class in question or hazard class needs not to be applied based on chemical structure of the substance).

[bookmark: _Toc418769321][bookmark: _Toc469484799][bookmark: _Toc161686317]History of the previous classification and labelling

Relevant background information to complement the CLH proposal may be included here. It is recommended that it is stated whether the substance was previously discussed and/or agreed by the TC C&L (Dir. 67/548/EEC) and the major issues and outcome of the discussions under the previous legislation. Also other previous discussions and conclusions on classification and labelling may be summarised for information. 



[bookmark: _Toc418769323][bookmark: _Toc469484800][bookmark: _Toc161686318]Identified uses 

It is recommended but not mandatory that a short description of the (main) uses of the substance is added, as this information is needed for the purposes of any dissemination concerning this CLH proposal on the ECHA website. Note that there may be other uses than PPP for certain substances. The target organisms of PPP active substances may be relevant information for the assessment of ecotoxicity data set. Reference to a relevant section (2.3) may be sufficient.


[bookmark: _Toc418769324][bookmark: _Toc469484801][bookmark: _Toc161686319]Data sources

Please list the data sources and searches that were used to compile this CLH report. If applicable, a reference to Volume 3 of the DAR/RAR can be given (e.g. B.6.10). Reference can be made also to relevant information from other regulatory agencies if available.



[bookmark: _Toc161686320]Relevance of metabolites in groundwater



[bookmark: _Toc161686321]STEP 1: Exclusion of degradation products of no concern


[bookmark: _Toc161686322]STEP 2: Quantification of potential groundwater contamination


[bookmark: _Toc161686323]STEP 3: Hazard assessment – identification of relevant metabolites

[bookmark: _Toc161686324]STEP 3, Stage 1: screening for biological activity


[bookmark: _Toc161686325]STEP 3, Stage 2: screening for genotoxicity


[bookmark: _Toc161686326]STEP 3, Stage 3: screening for toxicity


[bookmark: _Toc161686327]STEP 4: Exposure assessment – threshold of concern approach


[bookmark: _Toc161686328]STEP 5: Refined risk assessment


[bookmark: _Toc161686329]Overall conclusion



[bookmark: _Toc161686330]Consideration of isomeric composition in the risk assessment

[bookmark: _Toc161686331]Identity and physical chemical properties


[bookmark: _Toc161686332]Methods of analysis


[bookmark: _Toc161686333]Mammalian toxicity


[bookmark: _Toc161686334]Operator, Worker, Bystander and Resident exposure


[bookmark: _Toc161686335]Residues and Consumer risk assessment


[bookmark: _Toc161686336]Environmental fate


[bookmark: _Toc161686337]Ecotoxicology



[bookmark: _Toc161686338]Residue definitions

[bookmark: _Toc161686339]Definition of residues for exposure/risk assessment

Food of plant origin: 

Food of animal origin: 

Soil: 

Groundwater: 

Surface water: 

Sediment: 

Air: 


[bookmark: _Toc161686340]Definition of residues for monitoring

Food of plant origin: 

Food of animal origin: 

Soil: 

Groundwater: 

Surface water: 

Sediment: 

Air: 
Substance name	Volume 1 – Level 2

Level 3
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[bookmark: _Toc161686341]Proposed decision with respect to the application

[bookmark: _Toc161686342]Background to the proposed decision

[bookmark: _Toc161686343]Proposal on acceptability against the decision making criteria – Article 4 and annex II of regulation (EC) No 1107/2009 

	[bookmark: _Toc161686344]Article 4 

	
	Yes
	No
	

	i)
	It is considered that Article 4 of Regulation (EC) No 1107/2009 is complied with. Specifically the RMS considers that authorisation in at least one Member State is expected to be possible for at least one plant protection product containing the active substance for at least one of the representative uses.
	
	
	Brief summary – name of active and assessed uses formulation considered. [Identify the representative uses/products that are considered to comply with Article 4 and those that are not]

	

	[bookmark: _Toc161686345]Submission of further information

	
	Yes
	No
	

	i)
	It is considered that a complete dossier has been submitted
	
	
	[If no go to ii immediately below] 

	ii)
	It is considered that in the absence of a full dossier the active substance may be approved even though certain information is still to be submitted because:
(a) the data requirements have been amended or refined after the submission of the dossier; or 
(b) the information is considered to be confirmatory in nature, as required to increase confidence in the decision. 
	
	
	[If yes – specify here the rationale i.e. whether ( a)  or (b) applies and cross reference to section xx detailing the information still to be submitted
If no – explain the further information to be submitted and its relevance to the decision on approval
Explain if some of the information to be submitted relates only to specified products/uses/use scenarios]

	[bookmark: _Toc161686346]Restrictions on approval

	
	Yes
	No
	

	
	It is considered that in line with Article 6 of Regulation (EC) No 1107/2009 approval should be subject to conditions and restrictions.
	
	
	[If yes –clearly  specify the nature of the proposed restriction(s) i.e. 
(a) the minimum degree of purity of the active substance; 
(b) the nature and maximum content of certain impurities; 
(c) restrictions arising from the evaluation of the information referred to in Article 8 of 1107/2009 taking account of the agricultural, plant health and environmental, including climatic, conditions in question; 
(d) type of preparation; 
(e) manner and conditions of application; 
(f) submission of further confirmatory information to Member States, the Commission and the European Food Safety Authority, (the Authority), where new requirements are established during the evaluation process or as a result of new scientific and technical knowledge; 
(g) designation of categories of users, such as professional and non-professional; 
(h) designation of areas where the use of plant protection products, including soil treatment products, containing the active substance may not be authorised or where the use may be authorised under specific conditions; 
(i) the need to impose risk mitigation measures and monitoring after use; 
(j) any other particular conditions that result from the evaluation of information made available in the context of Regulation 1107/2009. 
Explain if some of the information to be submitted relates only to specified products/uses/use scenarios]

	[bookmark: _Toc161686347]Criteria for the approval of an active substance 

	Dossier 

	
	Yes
	No
	

	
	It is considered the dossier contains the information needed to establish, where relevant, Acceptable Daily Intake (ADI), Acceptable Operator Exposure Level (AOEL) and Acute Reference Dose (ARfD).
	
	
	

	
	It is considered that the dossier contains the information necessary to carry out a risk assessment and for enforcement purposes (relevant for substances for which one or more representative uses includes use on feed or food crops or leads indirectly to residues in food or feed).  In particular it is considered that the dossier: 
(a) permits any residue of concern to be defined; 
(b) reliably predicts the residues in food and feed, including succeeding crops
(c) reliably predicts, where relevant, the corresponding residue level reflecting the effects of processing and/or mixing; 
(d) permits a maximum residue level to be defined and to be determined by appropriate methods in general use for the commodity and, where appropriate, for products of animal origin where the commodity or parts of it is fed to animals; 
(e) permits, where relevant, concentration or dilution factors due to processing and/or mixing to be defined. 
	
	
	[Insert brief overall summary of consideration of residues & consumer assessment here]
[Explain if this applies to all or some of the representative uses/use scenarios/products]

	
	It is considered that the dossier submitted is sufficient to permit, where relevant, an estimate of the fate and distribution of the active substance in the environment, and its impact on non-target species. 
	
	
	[Explain if this applies to all or some of the representative uses/use scenarios/products]

	Efficacy

	
	Yes
	No
	

	
	It is considered that it has been established for one or more representative uses that the plant protection product, consequent on application consistent with good plant protection practice and having regard to realistic conditions of use is sufficiently effective. 
	
	
	Brief summary of efficacy Cross refer to level 2 as necessary
[Explain if this applies to all or some of the representative usesuse scenarios/products]

	Relevance of metabolites 

	
	Yes
	No
	

	
	It is considered that the documentation submitted is  sufficient to permit the establishment of the toxicological, ecotoxicological or environmental relevance of metabolites. 
	
	
	[Explain if this applies to all or some of the representative uses/use scenarios/products]

	Composition 

	
	Yes
	No
	

	
	It is considered that the specification defines the minimum degree of purity, the identity and maximum content of impurities and, where relevant, of isomers/diastereo-isomers and additives, and the content of impurities of toxicological, ecotoxicological or environmental concern within acceptable limits.
	
	
	[Insert brief overall summary on identify here. Cross refer to level 2 as necessary]

	
	It is considered that the specification is in compliance with the relevant Food and Agriculture Organisation specification, where such specification exists. 
	
	
	Explain as necessary

	
	It is considered for reasons of protection of human or animal health or the environment, stricter specifications than that provided for by the FAO specification should be adopted
	
	
	Explain as necessary

	Methods of analysis

	
	Yes
	No
	

	
	It is considered that the methods of analysis of the active substance, safener or synergist as manufactured and of determination of impurities of toxicological, ecotoxicological or environmental concern or which are present in quantities greater than 1 g/kg in the active substance, safener or synergist as manufactured, have been validated and shown to be sufficiently specific, correctly calibrated, accurate and precise. 
	
	
	[Insert brief overall summary here. Cross refer to level 2 as necessary]

	
	It is considered that the methods of residue analysis for the active substance and relevant metabolites in plant, animal and environmental matrices and drinking water, as appropriate, shall have been validated and shown to be sufficiently sensitive with respect to the levels of concern. 
	
	
	[Insert brief overall summary here. Cross refer to level 2 as necessary]
[Explain if this applies to all or some of the representative uses/use scenarios/products]

	
	It is confirmed that the evaluation has been carried out in accordance with the uniform principles for evaluation and authorisation of plant protection products referred to in Article 29(6) of Regulation 1107/2009.
	
	
	

	Impact on human health  

	Impact on human health  - ADI, AOEL, ARfD

	
	Yes
	No
	

	
	It is confirmed that (where relevant) an ADI, AOEL and ARfD can be established with an appropriate safety margin of at least 100 taking into account the type and severity of effects and the vulnerability of specific groups of the population. 
	
	
	[Insert brief overall summary of ref value setting here. Cross refer to level 2 as necessary]
[If an increased safety margin is considered (i.e the critical effect is judged of particular significance, such as developmental neurotoxic or immunotoxic effects) provide a explanation & cross reference here.]

	Impact on human health – proposed genotoxicity classification

	
	Yes
	No
	

	
	It is considered that, on the basis of assessment of higher tier genotoxicity testing carried out in accordance with the data requirements and other available data and information, including a review of the scientific literature, reviewed by the Authority, the substance SHOULD BE classified or proposed for classification, in accordance with the provisions of Regulation (EC) No 1272/2008, as mutagen category 1A or 1B. 
	
	
	[Insert brief overall summary of gentox here. Cross refer to level 2 as necessary]

[If yes - cross refer to classification section] 

	Impact on human health – proposed carcinogenicity classification

	
	Yes
	No
	

	i)
	It is considered that, on the basis of assessment of the carcinogenicity testing carried out in accordance with the data requirements for the active substances, safener or synergist and other available data and information, including a review of the scientific literature, reviewed by the Authority, the substance SHOULD BE classified or proposed for classification, in accordance with the provisions of Regulation (EC) No 1272/2008, as carcinogen category 1A or 1B.
	
	
	[Insert brief overall summary of carcinogenicity here. Cross refer to level 2 as necessary]

[If yes - cross refer to classification section and go to ii) immediately below.] 

	ii)
	Linked to above classification proposal.
It is considered that exposure of humans to the active substance, safener or synergist in a plant protection product, under realistic proposed conditions of use, is negligible, that is, the product is used in closed systems or in other conditions excluding contact with humans and where residues of the active substance, safener or synergist concerned on food and feed do not exceed the default value set in accordance with Article 18(1)(b) of Regulation (EC) No 396/2005. 
	
	
	[if no provide a brief explanation of conditions of use and cross refer to the section containing full details to support the contention of negligible exposure]

	Impact on human health – proposed reproductive toxicity classification

	
	Yes
	No
	

	i)
	It is considered that, on the basis of assessment of the reproductive toxicity testing carried out in accordance with the data requirements for the active substances, safeners or synergists and other available data and information, including a review of the scientific literature, reviewed by the Authority, the substance SHOULD BE classified or proposed for classification, in accordance with the provisions of Regulation (EC) No 1272/2008, as toxic for reproduction category 1A or 1B. 
	
	
	[Insert brief overall summary of repro tox here. Cross refer to level 2 as necessary]

[If yes - cross refer to classification section and go to ii) immediately below.] 

	ii)
	Linked to above classification proposal.
It is considered that exposure of humans to the active substance, safener or synergist in a plant protection product, under realistic proposed conditions of use, is negligible, that is, the product is used in closed systems or in other conditions excluding contact with humans and where residues of the active substance, safener or synergist concerned on food and feed do not exceed the default value set in accordance with Article 18(1)(b) of Regulation (EC) No 396/2005. 
	
	
	[if yes provide a brief explanation of conditions of use and cross refer to the section containing full details to support the contention of negligible exposure]

	Impact on human health – proposed endocrine disrupting properties classification

	
	Yes
	No
	

	i)
	It is considered that the substance SHOULD BE identified as having endocrine disrupting properties in accordance with the provisions of point 3.6.5 in Annex II of Regulation (EC) No 1107/2009 
	
	
	[Insert brief overall summary of consideration of endocrine effects here. Cross refer to level 2 as necessary]
[If yes go to ii) immediately below.] 

	ii)
	Linked to above identification proposal.
It is considered that exposure of humans to the active substance, safener or synergist in a plant protection product, under realistic proposed conditions of use, is negligible, that is, the product is used in closed systems or in other conditions excluding contact with humans and where residues of the active substance, safener or synergist concerned on food and feed do not exceed the default value set in accordance with Article 18(1)(b) of Regulation (EC) No 396/2005. 
	
	
	[if yes provide a brief explanation of conditions of use and cross refer to the section containing full details to support the contention of negligible exposure]

	Fate and behaviour in the environment 

	

	Persistent organic pollutant (POP) 

	
	Yes
	No
	

	
	It is considered that the active substance FULFILS the criteria of a persistent organic pollutant (POP) as laid out in Regulation 1107/2009 Annex II Section 3.7.1.
	
	
	[Insert brief overall summary of persistence here.Cross refer to level 2 as necessary]


	Persistent, bioaccumulative and toxic substance (PBT) 

	
	Yes
	No
	

	
	It is considered that the active substance FULFILS the criteria of a persistent, bioaccumulative and toxic (PBT) substance as laid out in Regulation 1107/2009 Annex II Section 3.7.2. 
	
	
	[Insert brief overall summary of consideration here. Cross refer to level 2 as necessary]


	Very persistent and very bioaccumulative substance (vPvB) 

	
	Yes
	No
	

	
	It is considered that the active substance FULFILS the criteria of a very persistent and very bioaccumulative substance (vPvB) as laid out in Regulation 1107/2009 Annex II Section 3.7.3. 
	
	
	[Insert brief overall summary of consideration here. Cross refer to level 2 as necessary]


	Ecotoxicology 

	
	Yes
	No
	

	i
	It is considered that the risk assessment demonstrates risks to be acceptable in accordance with the criteria laid down in the uniform principles for evaluation and authorisation of plant protection products referred to in Article 29(6) under realistic proposed conditions of use of a plant protection product containing the active substance, safener or synergist. The RMS is content that the assessment takes into account the severity of effects, the uncertainty of the data, and the number of organism groups which the active substance, safener or synergist is expected to affect adversely by the intended use. 
	
	
	[Insert overall summary of ecotox. here. This would be the longest of the summaries. Cross refer to level 2 as necessary]

[Explain if this applies to all or some of the representative uses/use scenarios/products]

	ii
	It is considered that the substance SHOULD BE identified as having endocrine disrupting properties that may cause adverse effects on non-target organisms in accordance with the provisions of point 3.8.2 in Annex II of Regulation (EC) No 1107/2009.
	
	
	[Insert brief overall summary of consideration of endocrine effects here. Cross refer to level 2 as necessary]
[If yes cross refer to classification section and go to iii) immediately below.]

	iii
	Linked to the consideration of the endocrine properties immediately above.
It is considered that the exposure of non-target organisms to the active substance in a plant protection product under realistic proposed conditions of use is negligible. 
	
	
	[Explain if this applies to all or some of the representative uses/use scenarios/products]

	iv
	It is considered that it is established following an appropriate risk assessment on the basis of Community or internationally agreed test guidelines, that the use under the proposed conditions of use of plant protection products containing this active substance, safener or synergist: 
— will result in a negligible exposure of honeybees, or 
— has no unacceptable acute or chronic effects on colony
survival and development, taking into account effects on honeybee larvae and honeybee behaviour. 

	
	
	[Insert brief overall summary of honey bee assessments here. Cross refer to level 2 as necessary]
[Explain if this applies to all or some of the representative uses/use scenarios/products]

	Residue definition 

	
	Yes
	No
	

	
	It is considered that, where relevant, a residue definition can be established for the purposes of risk assessment and for enforcement purposes. 
	
	
	[Insert brief overall summary of residue definition here.   Cross refer to level 2]


	Fate and behaviour concerning groundwater 

	
	Yes
	No
	

	
	It is considered that it has been established for one or more representative uses, that consequently after application of the plant protection product consistent with realistic conditions on use, the predicted concentration of the active substance or of metabolites, degradation or reaction products in groundwater complies with the respective criteria of the uniform principles for evaluation and authorisation of plant protection products referred to in Article 29(6) of Regulation 1107/2009. 

	
	
	[Insert brief overall summary of consideration of groundwater here. Cross refer to level 2 as necessary]
[Explain if this applies to all or some of the representative uses/use scenarios/products]




[bookmark: _Toc161686348]Proposal – Candidate for substitution

	Candidate for substitution 

	
	Yes
	No
	

	
	It is considered that the active substance shall be approved as a candidate for substitution 
	
	
	[If yes identify the criteria considered met by the substance
i.e.
 its ADI, ARfD or AOEL is significantly lower than those of the majority of the approved active substances within groups of substances/use categories, 
— it meets two of the criteria to be considered as a PBT substance
— there are reasons for concern linked to the nature of the critical effects (such as developmental neurotoxic or immunotoxic effects) which, in combination with the use/exposure patterns, amount to situations of use that could still cause concern, for example, high potential of risk to groundwater; even with very restrictive risk management measures (such as extensive personal protective equipment or very large buffer zones), 
— it contains a significant proportion of non-active isomers, 
— it is or is to be classified, in accordance with the provisions of Regulation (EC) No 1272/2008, as carcinogen category 1A or 1B, if the substance has not been excluded in accordance with the criteria laid down in point 3.6.3, 
— it is or is to be classified, in accordance with the provisions of Regulation (EC) No 1272/2008, as toxic for reproduction category 1A or 1B if the substance has not been excluded in accordance with the criteria laid down in point 3.6.4, 
— if, on the basis of the assessment of Community or internationally agreed test guidelines or other available data and information, reviewed by the Authority, it is considered to have endocrine disrupting properties that may cause adverse effects in humans if the substance has not been excluded in accordance with the criteria laid down in point 3.6.5. ]





[bookmark: _Toc161686349]Proposal – Low risk active substance

	Low-risk active substances 

	
	Yes
	No
	

	
	It is considered that the active substance shall be considered of low risk.

If the active substance is not a micro-organism, in particular it is considered that: 
(a) the substance should NOT be classified or proposed for classification in accordance to Regulation (EC) No 1272/2008 as any of the following:
— carcinogenic category 1A, 1B or 2,
— mutagenic category 1A, 1B or 2,
— toxic to reproduction category 1A, 1B or 2,
— skin sensitiser category 1,
— serious damage to eye category 1,
— respiratory sensitiser category 1,
— acute toxicity category 1, 2 or 3,
— specific Target Organ Toxicant, category 1 or 2,
— toxic to aquatic life of acute and chronic category 1 on the basis of appropriate standard tests,
— explosive,
— skin corrosive, category 1A, 1B or 1C;
(b) it has not been identified as priority substance under Directive 2000/60/EC;
(c) it is not deemed to be an endocrine disruptor in accordance to Annex II of Regulation (EC) No 1107/2009;
(d) it has no neurotoxic or immunotoxic effects;
(e) it is not persistent (half-life in soil is more than 60 days) or its bio-concentration factor is lower than 100.
(f) it is a semiochemical and verifies points (a) to (d). 
Paragraph (e) doesn't apply to naturally occurring active substances.
If the active substance is a micro-organism, in particular it is considered that at strain level the micro-organism has not demonstrated multiple resistance to anti-microbials used in human or veterinary medicine.
If the active substance is a baculovirus, in particular it has not demonstrated adverse effects on non-target insects.
	
	
	





[bookmark: _Toc161686350]List of studies to be generated, still ongoing or available but not peer reviewed 

	Data gap
	Relevance in relation to representative use(s)
	Study status

	
	
	No confirmation that study available or on-going.
	Study on-going and anticipated date of completion
	Study available but not peer-reviewed

	[bookmark: _Toc161686351]Identity of the active substance or formulation

	
	
	
	
	

	
	
	
	
	

	[bookmark: _Toc161686352]Physical and chemical properties of the active substance and physical, chemical and technical properties of the formulation

	
	
	
	
	

	
	
	
	
	

	[bookmark: _Toc161686353]Data on uses and efficacy

	
	
	
	
	

	
	
	
	
	

	[bookmark: _Toc161686354]Data on handling, storage, transport, packaging and labelling

	
	
	
	
	

	
	
	
	
	

	[bookmark: _Toc161686355]Methods of analysis

	
	
	
	
	

	
	
	
	
	

	[bookmark: _Toc161686356]Toxicology and metabolism

	
	
	
	
	

	
	
	
	
	

	[bookmark: _Toc161686357]Residue data

	
	
	
	
	

	
	
	
	
	

	[bookmark: _Toc161686358]Environmental fate and behaviour

	
	
	
	
	

	
	
	
	
	

	[bookmark: _Toc161686359]Ecotoxicology

	
	
	
	
	

	
	
	
	
	




Substance name	Volume 1 – Level 3	 


[bookmark: _Toc161686360]Issues that could not be finalised

An issue is listed as an issue that could not be finalised where there is not enough information available to perform an assessment, even at the lowest tier level, for the representative uses in line with the Uniform Principles, as laid out in Commission Regulation (EU) No 546/2011, and where the issue is of such importance that it could, when finalised, become a concern (which would also be listed as a critical area of concern if it is of relevance to all representative uses). 

	Area of the risk assessment that could not be finalised on the basis of the available data
	Relevance in relation to representative use(s)

	
	[specify if measure relates to a specific representative use/use scenario/product or to all uses/products]

	
	

	
	

	
	

	
	




[bookmark: _Toc161686361]Critical areas of concern

An issue is listed as a critical area of concern:
(a) where the substance does not satisfy the criteria set out in points 3.6.3, 3.6.4, 3.6.5 or 3.8.2 of Annex II of Regulation (EC) No 1107/2009 and the applicant has not provided detailed evidence that the active substance is necessary to control a serious danger to plant health which cannot be contained by other available means including non-chemical methods, taking into account risk mitigation measures to ensure that exposure of humans and the environment is minimised, or
(b) where there is enough information available to perform an assessment for the representative uses in line with the Uniform Principles, as laid out in Commission Regulation (EU) 546/2011, and where this assessment does not permit to conclude that for at least one of the representative uses it may be expected that a plant protection product containing the active substance will not have any harmful effect on human or animal health or on groundwater or any unacceptable influence on the environment. 

An issue is also listed as a critical area of concern where the assessment at a higher tier level could not be finalised due to a lack of information, and where the assessment performed at the lower tier level does not permit to conclude that for at least one of the representative uses it may be expected that a plant protection product containing the active substance will not have any harmful effect on human or animal health or on groundwater or any unacceptable influence on the environment. 

	Critical area of concern identified
	Relevance in relation to representative use(s)

	
	[specify if concern relates to all or specific representative use/use scenario/product or to all uses/products]

	
	

	
	

	
	

	
	




[bookmark: _Toc161686362]Overview table of the concerns identified for each representative use considered 

(If a particular condition proposed to be taken into account to manage an identified risk, as listed in 3.3.1, has been evaluated as being effective, then ‘risk identified’ is not indicated in this table.)
All columns are grey as the material tested in the toxicological studies has not been demonstrated to be representative of the technical specification.

	Representative use
	Use "A" 
(X1)
	Use "B" 
(X1)

	Operator risk
	Risk identified
	
	

	
	Assessment not finalised
	
	

	Worker risk
	Risk identified
	
	

	
	Assessment not finalised
	
	

	Bystander risk
	Risk identified
	
	

	
	Assessment not finalised
	
	

	Consumer risk
	Risk identified
	
	

	
	Assessment not finalised
	
	

	Risk to wild non target terrestrial vertebrates
	Risk identified
	
	

	
	Assessment not finalised
	
	

	Risk to wild non target terrestrial organisms other than vertebrates
	Risk identified
	
	

	
	Assessment not finalised
	
	

	Risk to aquatic organisms
	Risk identified
	
	

	
	Assessment not finalised
	
	

	Groundwater exposure active substance
	Legal parametric value breached
	
	

	
	Assessment not finalised
	
	

	Groundwater exposure metabolites
	Legal parametric value breached
	
	

	
	Parametric value of 10µg/L(a) breached
	
	

	
	Assessment not finalised
	
	

	Comments/Remarks
	
	


The superscript numbers in this table relate to the numbered points indicated within chapter 3.1.5 and 3.1.6.  Where there is no superscript number, see level 2 for more explanation.
(a):	Value for non relevant metabolites prescribed in SANCO/221/2000-rev 10-final, European Commission, 2003


[bookmark: _Toc161686363]Area(s) where expert consultation is considered necessary

It is recommended to organise a consultation of experts on the following parts of the assessment report:

	Area(s) where expert consultation is considered necessary
	Justification

	
	[specify the reasons why expert consultation is considered necessary]

	
	

	
	

	
	

	
	




[bookmark: _Toc161686364]Critical issues on which the Co RMS did not agree with the assessment by the RMS

Points on which the co-rapporteur Member State did not agree with the assessment by the rapporteur member state. Only the points relevant for the decision making process should be listed.

	Issue on which Co-RMS disagrees with RMS
	Opinion of Co-RMS
	Opinion of RMS

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	




[bookmark: _Toc161686365]Proposed decision

It is proposed that:

Active substance can be approved or renewed under Regulation (EC) No 1107/2009

It is considered that the following is specified in Part A of the Commission Implementing Regulation for the approval of the active substance:

[example] Only uses as seed treatment may be authorised.


It is considered that the following be specified in Part B of the Commission Implementing Regulation as areas requiring particular attention from Member States when evaluating applications for product authorisation(s):

[example] the risk to aquatic organisms.

It is considered that it should be specified that conditions of use shall include risk mitigation measures, where appropriate. 


It is proposed that the Member States concerned shall request the submission of confirmatory information:
(a) where new data requirements are established during the evaluation process, or 
(b) as a result of new scientific and technical knowledge, or
(c) to increase confidence in the decision.
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[bookmark: _Toc161686367]Particular conditions proposed to be taken into account to manage the risks identified

	Proposed condition/risk mitigation measure
	Relevance in relation to representative use(s)

	
	[specify if measure relates to a specific representative use/use scenario/product or to all uses/products]
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GUIDANCE DOCUMENTS USED IN THIS ASSESSEMENT

General




Section identity, physical chemical and analytical methods

Section physico chemical properties
 

Section analytical methods 


Section Data on application and efficacy


Section Toxicology



Section Residue and consumer risk assessment



Section fate and behavior in environment

 

Section ecotoxicology
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