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Polyethoxylated (POE)-tallowamine belongs to a group of substances used as surfactants, which are present in many glyphosate-based formulations. This background document links to the background document on glyphosate.  
[bookmark: _Toc522277696]Substance identification
	Substance/group scientific name
	Polyethoxylated (POE)-tallowamine

	CAS number
	61791-26-2

	EC number
	500-153-8; 932-738-2

	Other names
	


[bookmark: _Toc522277697]Actors that nominated this substance or substance group
	EU Policy Board
	Countries
	Stakeholder Forum

	European Commission, DG Santé 
	-
	-


[bookmark: _Toc522277698]Overview of the information submitted
· Gaps in the information provided: Limited evidence provided
· Hazard: Data provided
· Exposure: No HBM data available
· Regulatory status: Covered by REACH & CLP
· Public concern: No specific evidence, but links to background document for glyphosate where there is extensive evidence
· Technical feasibility: Not clarified
[bookmark: _Toc522277699]Knowledge gaps and proposed research activities
[bookmark: _Toc522277700]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.
Proposed research activities: 
· New data on particular chemicals 
· New data on a speciﬁc population groups or subgroups
[bookmark: _Toc522277701]Hazardous properties
[bookmark: _Toc522277702]Current knowledge gaps on hazardous properties
[bookmark: _Toc522277703]European Commission
No harmonised classiﬁcation under CLP. 
However, according to the classiﬁcation provided by companies to ECHA in CLP notiﬁcations, POE-tallowamine (CAS no 61791-26-2) is fatal if inhaled, is very toxic to aquatic life with long lasting eﬀects, is very toxic to aquatic life, causes severe skin burns and eye damage, is harmful if swallowed, causes serious eye damage and causes skin irritation.
According to the Rapporteur Member State for glyphosate, Germany, POE-tallowamine (CAS no 61791-26-2) should be classiﬁed and labelled for acute oral toxicity (Xn, R22, corresponding to “Acute tox. 4, H302” according to GHS), for skin and severe eye irritation (Xi, R38-41; corresponding C&L according to the GHS would be “Skin irrit. 2, H315” and “Eye dam. 1, H318) and skin sensitisation (Xi, R43, corresponding to “Skin sens. 1, H302317”). 
Most likely, classiﬁcation for inhalative toxicity would be also needed. This is also reﬂected in the EFSA Statement on the coformulant POE-tallowamine.
[bookmark: _Toc522277704]Hazard classifications
	IARC classifications

	Not available

	Repr. 1B
	Not available

	STOT SE 
	Not available

	STOT RE 
	Not available

	Neurotoxic
	No

	Immunotoxic
	No

	Respiratory sensitizer
	No

	Endocrine disrupting substance
	No



	Hazard classification & labelling
According to the classification provided by companies to ECHA in CLP notifications this substance is very toxic to aquatic life with long lasting effects, causes serious eye damage, is harmful if swallowed and causes skin irritation.
	[image: GHS09: Hazardous to the Environment][image: GHS05: Corrosive][image: GHS07: Health hazard]



	Other classifications

	REACH SVHC
	No

	Emerging substance
	No


[bookmark: _Toc522277705]Persistence and bioaccumulation potential
	PBT
	No

	vPvB
	No

	Very Persistent
	no


Additional references on hazardous properties:
· EFSA, 2015. 
· Germany, 2013. 
· C&L Inventory / Substance information on ECHA website for EC / List no.: 500-153-8. https://echa.europa.eu/substance-information/-/substanceinfo/100.105.649  
· C&L Inventory / Substance information on ECHA website for EC / List no.: 932-738-2. https://echa.europa.eu/substance-information/-/substanceinfo/100.201.633 
[bookmark: _Toc522277706]Exposure characteristics
[bookmark: _Toc522277707]Current knowledge gaps on exposure
[bookmark: _Toc522277708]European Commission
To our knowledge, no HBM data are available.
[bookmark: _Toc522277709]Availability of HBM data
No.
[bookmark: _Toc522277710]Exposure media
· media
[bookmark: _Toc522277711]Exposure sources
· Multisource exposure 
· Air 
· Water 
· Food 
· Soil 
· Consumer products - herbicides used in home gardens
[bookmark: _Toc522277712]Production volumes
Unknown 
[bookmark: _Toc522277713]Environmental releases
No information in E-PRTR. 
POE tallowamine is very toxic to aquatic life with long lasting eﬀects, and very toxic to aquatic life, according to the classiﬁcation provided by companies to ECHA in CLP notiﬁcations.
• C&L Inventory / Substance information on ECHA website for EC / List no.: 500-153-8. https://echa.europa.eu/substance-information/-/substanceinfo/100.105.649  
C&L Inventory / Substance information on ECHA website for EC / List no.: 932-738-2. https://echa.europa.eu/substance-information/-/substanceinfo/100.201.633 
[bookmark: _Toc522277714]Human exposure
[bookmark: _Toc522277715]Human exposure routes
· Dermal 
· Inhalation 
· Oral
[bookmark: _Toc522277716]Prevalence of exposure
· Certain sub-populations are exposed 
· Exposure takes place at hot spots 
· The prevalence of exposure is unknown
[bookmark: _Toc522277717]Highly exposed groups
· Workers (professional and/or industrial)
[bookmark: _Toc522277718]Vulnerable groups
· Pregnant women 
· Infants and children 
· Workers (professional and/or industrial)
[bookmark: _Toc522277719]Regulation and policy
[bookmark: _Toc522277720]Current policy questions
	Question
	Source

	Veriﬁcation of the exposure of populations to POE-tallowamine (CAS no 61791-26-2), in particular vulnerable populations
	EC


[bookmark: _Toc522277721]EU Regulations
	Chemicals legislation

	Registration, Evaluation, Authorisation & Restriction of Chemicals (REACH)

	Classification Labelling & Packaging (CLP) – classifications provided by companies.  

	Commission Implementing Regulation (EU) 2016/1313: prohibition of the use of POE-tallowamine as co-formulant in glyphosate-containing PPPs


[bookmark: _Toc522277722]Regulatory guidance values
The Rapporteur Member State for glyphosate, Germany, proposed the following toxicological reference values (Germany 2013, see above): 
· ADI: 0.1 mg/kg bw/day 
· ARfD: 0.1 mg/kg bw 
· Systemic AOEL: 0.1 mg/kg bw/day 
· Inhalative AOEL: 0.0166 mg/kg bw/day 
However, EFSA considered that no health-based reference values could be derived on the basis of the data available to EFSA for their assessment (EFSA 2015).
[bookmark: _Toc522277723]Human biomonitoring values
Not available. 
[bookmark: _Toc522277724]Risk assessments 
· EFSA, 2015. 
· Germany, 2013. 
· The U.S Environmental Protection Agency (US-EPA) carried out an assessment in 2009 that addressed the whole group of polyethoxylated alkyl amines (i.e. not just POE-tallowamine (CAS no 61791-26-2)) and was based on certain assumptions regarding the relative content in formulated PPPs (US-EPA, 2009)
[bookmark: _Toc522277725]Public concern
Discussed in context of glyphosate. 
POE tallowamine is not on the SIN List. 
[bookmark: _Toc522277726]Technical feasibility
[bookmark: _Toc522277727]Availability of biomarkers and methods
[bookmark: _Toc522277728]Work required to develop new approaches
For the consortium to determine (also regarding the availability of biomarkers and analytical methods).
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