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[bookmark: _Toc522029369]Substance identification
	Substance/group scientific name
	Dimethoate

	CAS number
	60-51-5

	EC number
	200-480-3

	Other names
	Dimethoate-omethoate


[bookmark: _Toc522029370]Actors that nominated this substance or substance group
	EU Policy Board
	Countries
	Stakeholder Forum

	European Commission, DG Santé
	-
	-


[bookmark: _Toc522029371]Overview of the information submitted
· Gaps in the information provided:
· Hazard: Limited information provided, links to EFSA materials
· Exposure: No information provided on the availability of HBM data
· Regulatory status: Overview provided
· Public concern: No information provided
· Technical feasibility: No information provided
[bookmark: _Toc522029372]Knowledge gaps and proposed research activities
[bookmark: _Toc522029373]European Commission
HBM4EU should verify through targeted human biomonitoring studies which consider samples of diﬀerent matrices (urine, blood), the exposure of European populations, including a) consumers (including vulnerable populations such as children); b) residents close to agricultural areas; and c) in occupational settings. 
HBM4EU should review data available to them to examine whether the levels of dimethoate-omethoate residues as deﬁned in the MRL legislation are below or above the levels considered in the risk assessments carried out by EFSA
Proposed research activities: 
· New data on particular chemicals 
· New data on a speciﬁc population groups or subgroups
[bookmark: _Toc522029374]Hazardous properties
[bookmark: _Toc522029375]Current knowledge gaps on hazardous properties
[bookmark: _Toc522029376]European Commission
Dimethoate is an active substance approved to be used as insecticide under Regulation 1107/2009. Reference should be made in particular to the information available/prepared in the context of this and related Regulation (e.g. Regulation 396/2005), including information prepared by/made available at EFSA in this context. 
The EU pesticide database serves as entry point. 
For additional information see: 
· (European Food Safety Authority (EFSA) 2016a)
· (EFSA 2016b)
· (EFSA 2013)
· (EFSA 2012)
· (EFSA 2011)
· (EFSA 2010b)
· (EFSA 2010a)
· ( EFSA 2009)
· ( EFSA 2006)
· (European Commission, 2014)
· (European Commission, 2006)
[bookmark: _Toc522029377]Hazard classifications
	Responses to survey questions on hazard classifications

	IARC classifications

	-

	Repr. 1B
	-

	STOT SE 
	-

	STOT RE 
	-

	Neurotoxic
	-

	Immunotoxic
	-

	Respiratory sensitizer
	-

	Endocrine disrupting substance
	-

	REACH SVHC
	-

	Emerging substance
	-



	Classification according to CLP Regulation (EC) No 1272/2008

	Harmonised classification and labelling:

	According to the harmonised classification and labelling (CLP00) approved by the European Union, this substance is harmful if swallowed and is harmful in contact with skin.
	[image: GHS07: Health hazard]

	Reference: ECHA Infocard on dimethoate



REACH Annex III Inventory of substances 
Dimethoate is including on the Inventory of substances likely to meet the criteria of Annex III to the REACH Regulation. The inventory was produced using publicly available databases with experimental data and by using (Q)SAR model results. Indications for hazardous toxicological or ecotoxicological properties together with information on uses and other available relevant information have to be compared with the criteria in Annex III.
The following information is provided for Dimethoate. See here.   
Harmonised classification for acute toxicity: The substance is listed in Annex VI of CLP as: Acute Tox. 4 
Suspected hazardous to the aquatic environment: EPA Daphnia Magna toxicity model in VEGA (Q)SAR platform predicts that the chemical has a 48h EC50 of 1.66 mg/L (EXPERIMENTAL value); Fathead Minnow toxicity model (EPA) in VEGA (Q)SAR platform predicts that the chemical has a 96h LC50 of 77.56 mg/L (moderate reliability); Fish toxicity classification (SarPy/IRFMN) model in VEGA (Q)SAR platform predicts that the chemical is 'Toxic-2 (between 1 and 10 mg/l) (good reliability)';The Danish QSAR database contains information indicating that the substance has a 96h LC50 to fish of 5.84 mg/L; The Danish QSAR database contains information indicating that the substance has a 48h EC50 to Daphnia of <1 mg/L; The Danish QSAR database contains information indicating that the substance has a 96h EC50 to green algae of 13.48 mg/L 
Suspected mutagen: The Toolbox profiler 'DNA alerts for AMES, MN and CA by OASIS v.1.3' gives an alert for mutagenicity; CAESAR Mutagenicity model in VEGA (Q)SAR platform predicts that the chemical is Mutagen (EXPERIMENTAL value); ISS Mutagenicity model in VEGA (Q)SAR platform predicts that the chemical is Mutagen (EXPERIMENTAL value); KNN Mutagenicity model in VEGA (Q)SAR platform predicts that the chemical is Mutagen (EXPERIMENTAL value); equivocal mutagenicity data according to ISSSTY 
Suspected persistent in the environment: Ready biodegradability model (IRFMN) in VEGA (Q)SAR platform predicts that the chemical is NON Readily Biodegradable (EXPERIMENTAL value); Biodegradation NITE database in the Toolbox contains at least one experimental data from 28 days ready biodegradability test (OECD TG 301C or 301D) reporting a value lower than 60%;The Danish QSAR database contains information indicating that the substance is predicted as non readily biodegradable 
Suspected skin sensitiser: The Toolbox profiler 'Protein binding alerts for skin sensitization by OASIS v1.3' gives an alert for skin sensitisation
[bookmark: _Toc522029378]Persistence and bioaccumulation potential
	PBT
	-

	vPvB
	-

	Very Persistent
	-


[bookmark: _Toc522029379]Exposure characteristics
[bookmark: _Toc522029380]Current knowledge gaps on exposure
[bookmark: _Toc522029381]European Commission
No information provided. 
[bookmark: _Toc522029382]Availability of HBM data
No information provided. 
[bookmark: _Toc522029383]Exposure media
· Multisource exposure 
· Air 
· Water 
· Food 
· Soil 
· Consumer products
Insecticides containing the substance authorised for consumers (if any).
[bookmark: _Toc522029384]Exposure sources
· Primarily through food (plants and animal matrices) – as a residue. 
· Through the direct use of insecticides containing dimethoate – operators/farmers. 
· Through worker exposure (during harvest, crop picking and inspection etc.). 
· Through bystander or resident exposure. 
· Exposure during manufacture of the Plant Protection Product.
[bookmark: _Toc522029385]Production volumes
No information provided. 
[bookmark: _Toc522029386]Environmental releases
To be cross checked.
[bookmark: _Toc522029387]Human exposure
[bookmark: _Toc522029388]Human exposure routes
· Dermal 
· Inhalation 
· Oral
[bookmark: _Toc522029389]Prevalence of exposure
· There is widespread exposure of the general population 
· Certain sub-populations are exposed 
· Exposure takes place at hot spots 
· The prevalence of exposure is unknown
[bookmark: _Toc522029390]Highly exposed groups
No information provided. 
[bookmark: _Toc522029391]Vulnerable groups
· Pregnant women Infants and children 
· Workers (professional and/or industrial)
[bookmark: _Toc522029392]Regulation and policy
[bookmark: _Toc522029393]Current policy questions
	Question
	Source

	Veriﬁcation of the exposure of populations to dimethoate-omethoate, in particular vulnerable populations, in relation to the risk assessment carried out in the EU
	EC


[bookmark: _Toc522029394]EU Regulations
	Chemicals legislation

	Registration, Evaluation, Authorisation & Restriction of Chemicals (REACH)
Dimethoate is on the Annex III Inventory

	Harmonised classification under Annex VI of Regulation (EC) No 1272/2008 (CLP Regulation) 

	Regulation (EC) No 1107/2009 concerning the placing of plant protection products on the market 

	Regulation (EC) No 1272/2008 on classiﬁcation, labelling and packaging of substances and mixtures REGULATION (EC) No 1185/2009 concerning statistics on pesticides

	Food safety legislation

	Regulation (EC) No 396/2005 on maximum residue levels of pesticides in or on food and feed of plant and animal origin


[bookmark: _Toc522029395]Regulatory guidance values
See references and links to materials produced by EFSA under section 5.1.1. 
In particular: Prioritised review of MRLs for dimethoate and omethoate, 28 November 2016, Reasoned Opinion
[bookmark: _Toc522029396]Human biomonitoring values
No information provided. 
[bookmark: _Toc522029397]Risk assessments 
See references and links to materials produced by EFSA under section 5.1.1. 
[bookmark: _Toc522029398]Public concern
No information provided. 
[bookmark: _Toc522029399]Technical feasibility
[bookmark: _Toc522029400]Availability of biomarkers and methods
No information provided. 
[bookmark: _Toc522029401]Work required to develop new approaches
No information provided. 
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