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Background

The classification and labeling (C&L) of an active substance has a direct impact on the C&L of the plant protection products, PPP, containing the active substance.  Article 4 of the European Regulation on Classification, Labelling and Packaging, CLP, No. 1272/2008 places the legal responsibility for the classification and labeling of an active substance with the manufacturer or importer of the substances into the EU, or with European Commission via Annex VI of the Regulation. ECPA recognises that the C&L of any substance may not be fully harmonised and that certain factors need to be taken into consideration to achieve consistent classification across Member States in the EU.

Such circumstances might arise from the following:-

· A harmonized classification is available in CLP Annex VI; 

· A harmonized classification is available in CLP annex VI but there is information that suggests that this classification could be revised
· A harmonized classification is not available but a classification is listed in ECHA C&L inventory.

· A harmonised classification was proposed by TC C&L but never adopted into an ATP 

To follow CLP Annex VI is the easiest approach, but the classification may not always reflect the latest scientific information. For the following reasons, the harmonized classification in CLP annex VI may need to be updated:

· new/additional studies have become available but not considered for harmonized classification

· new knowledge about relevance of findings for humans (scientific development) 

In order that a consistent approach is achieved in the classification of products by Member States, the following ECPA proposal is made for a harmonized approach to PPP classification.

Proposal

The individual steps that should be taken in defining the C&L of an active substance to be used in a plant protection product are summarised in the table 1. The proposal is based on the legally mandated duties for classification defined by CLP

Table 1

Steps of C&L of the active substance used as basis for C&L for plant protection products containing the active substance in question.
	Steps for C&L of an active substance
	C&L of an active substance used as basis for C & L of the plant protection product

	Harmonized classification in CLP annex VI is not yet available
	Manufacturer’s or importer’s classification to be used
 

	Harmonized classification in CLP annex VI not yet available. RAC opinion available, but not yet accepted by Commission as appropriate

	Manufacturer’s or importer’s classification to be used1

	Harmonized classification is available in CLP annex VI. No additional information that would suggest that revision was required
	Harmonized classification from CLP annex VI to be used


	Harmonized classification is available in CLP annex VI. Additional information is available to suggest that classification may be required for a hazard class that is not addressed by the harmonized classification
	Harmonized classification from CLP annex VI to be used

Manufacturer’s or importer’s additional classification to be added to harmonized classification, if the manufacturer or importer considers that the information is adequate and reliable and meets the classification criteria


	Harmonized classification is available in CLP annex VI. Additional information is available to suggest that a different classification maybe required for a hazard class that is already addressed by the harmonized classification
	Harmonized classification from CLP annex VI to be used
. The MSCA should submit a dossier to ECHA proposing an amendment of the existing harmonized classification




Explanations:

CLP
Regulation 1272/2008 considering classification and labeling of substances and mixtures

RAC:
Risk Assessment Committee established at ECHA

MSCA:
Member State Competent authority

In order to increase transparency, the basis for decision making should be mentioned in the registration report. 


A schematic presentation of the process for decision making as described in Table 1 is given in  Annex 1.

Justification for the Proposal

· The manufacturer or importer of an active substance is  required to notify it’s classification to the C&L inventory, hosted by ECHA. Other manufacturers or importers of the same substance are encouraged to use same classification. If they don’t, they are required to notify their classification to the C&L inventory together with the reasons
.  If different manufacturers/importers of the same substance notify different classifications, the harmonized classification process will resolve these differences.

· EFSA and ECHA together with MSCA are already engaged in finding solutions to ensure harmonised classification is made in a timely manner within the context of an authorisation evaluation. More will develop as this process is refined and agreed. 

· It is envisaged that all active ingredients will receive a harmonised classification. Hence the period of time where a manufacturer or importer self-classifies a substance will be limited.

· It is envisaged that ECHA will treat proposals for a CMR classification with appropriate priority.

· The proposal will ensure that the classification for the active substance used during the authorisation process, will be the same as the classification that is used to produce the label for the active substance.

· Members States have nominated Competent Authorities for the enforcement of CLP. Companies who do not conduct self-classification correctly are subject to enforcement by the nominated Competent Authority for CLP

· Where a Member State believes that a substance, although correctly classified according to CLP, still constitutes a serious risk to human health or the environment, they may take appropriate provisional measures. These measures must be notified to the Commission, ECHA and other Member States. The Commission then decides whether these measures are authorized or must be revoked by the Member State.

Annex 1 : Decision making process for classification and labelling 
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Annex 2: Acronyms used in this document
ECPA 
European Crop Protection Association 

CLP
Classification , Labelling and Packaging Regulation 1272/2008

ECHA 
European Chemicals Agency

EFSA
European Food Safety Authority

RAC
Risk Assessment Committee

MSCA
Member State Competent Authority

TC C&L 
Technical Committee on Classification and Labelling 

CMR
Carcinogenicity, Mutagenicity, Reproductive Toxicity 

ATP
Adaptation to Technical Progress
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Do the new studies relate to a hazard class that is already covered by the annex VI classification?
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Is a legal classification and appropriate labelling existent? (CLP Annex VI entry)
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� In accordance with CLP article 4(1) and article 40(c)(d)


� In accordance with CLP article 37(5)


� In accordance with CLP article 4(3)


� In accordance with CLP article 4(3), 2nd paragraph


� In accordance with CLP article 37(1).


� In accordance with CLP article 16
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