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This is a working document produced under the HBM4EU prioritisation process. It consolidates input from HBM4EU partners, stakeholders and the EU Policy Board. It does not reflect the views of the HBM4EU consortium. 
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[bookmark: _Toc522029394]Substance identification
Group of substances: Fumonisins B
Rational for grouping: The substances have a similar toxicological profile.
Lead substance: Fumonisin B1
	Substance/group scientific name
	(2S)-2-[2-[(5S,6R,7R,9R,11S,16R,18S,19S)-19-amino-6-[(3S)-3-carboxy-5-hydroxy-5-oxopentanoyl]oxy-11,16,18-trihydroxy-5,9-dimethylicosan-7-yl]oxy-2-oxoethyl]butanedioic acid

	CAS number
	116355-83-0

	EC number
	621-436-3

	Other names
	Fumonisin B1



[bookmark: _Toc522029395]Actors that nominated this substance or substance group
	EU Policy Board
	Countries
	Stakeholder Forum

	European Food Safety Agency
	
	

	
	
	


[bookmark: _Toc522029396]Overview and quality of the information submitted
· Gaps in the information provided: Little information on HBM.
· Hazard: Information provided.
· Exposure: Overview groups provided.
· Regulatory status: No regional, global or national regulation.
· Public concern: No information provided.
· Technical feasibility: Little information provided.
[bookmark: _Toc522029397]Knowledge gaps and proposed research activities
[bookmark: _Toc522029398]European Food Safety Agency 
Mehods applied so far are mainly based on questionnaires and obviously prone to bias. With biomarkers both internal dose and the biologically effective dose could be assessed by applying biomarkers of exposure and biomarkers of effect. They could also be used to assess human exposure and also to gauge the effectiveness of any measures taken to reduce exposure. Biomarkers for fumonisin exposure exist but need to be further validated. In order to validate urinary FB levels as a biomarker for systemic exposure large scale biomonitoring studies corroborating the dose response relationship between urinary FB and systemic FB exposure would be needed both for short term and long term exposure. A validated biomarker could also be useful to further investigate any relationship between FB exposure and certain human diseases (oesophagal cancer, liver cancer, neural tube defects).
Proposed research activities
· New data on particular chemicals
· New data on a specific population groups or subgroups
· New approaches to the analysis of existing data
[bookmark: _Toc522029399]Hazardous properties
[bookmark: _Toc522029400]Current knowledge gaps on hazardous properties
[bookmark: _Toc522029401]European Food Safety Agency
The hazard profile of fumonisin B1 (FB1) is quite well described while the hazard profile of its analogues (FB2-4) that also occur in edible plants are not well described. It is assumed that the analogues have similar toxic profile and potency. The hazard profiles of FB metabolites are insufficiently described.
[bookmark: _Toc522029402]Hazard classifications
	Responses to survey questions on hazard classifications

	IARC classifications

	2B

	Repr. 1B
	-

	STOT SE 
	3

	STOT RE 
	-

	Neurotoxic
	Yes 

	Immunotoxic
	Yes 

	Respiratory sensitizer
	-

	Endocrine disrupting substance
	-



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

	Harmonised classification and labelling:

	· Carcinogen (2)
	

	Classification provided by companies: 

	There is no harmonised classification and there are no notified hazards by manufacturers, importers or downstream users for this substance. There is no harmonised classification and there are no notified hazards by manufacturers, importers or downstream users for this substance.

	Reference: ECHA Substance Information on Fumonisin B1



	Other classifications

	REACH SVHC
	-

	Emerging substance
	-

	
	

	
	


[bookmark: _Toc522029403]Persistence and bioaccumulation potential
	PBT
	-

	vPvB
	-

	Very Persistent
	-



Relevant information may be found on the FAO/WHO “Safety evaluation of certain food additives and contaminants. Fumonisins” (WHO and FAO UN 2011).
[bookmark: _Toc522029404]Exposure characteristics
[bookmark: _Toc522029405]Current knowledge gaps on exposure
[bookmark: _Toc522029406]European Food Safety Agency
Human biomarkers might help to elucidate the correlation of FB biomarkers (e.g. FB in urine) and systemic exposure and also the relation between biomarkers of exposure and biomarkers of effect (e.g. altered sphinganine/sphingosine ratios) and between exposures in humans and human diseases.
[bookmark: _Toc522029407]Availability of HBM data
Available (WHO and FAO UN 2011).
[bookmark: _Toc522029408]Exposure media
· Consumer products
· Maize, wheat, sorghum, grapes and any products thereof
[bookmark: _Toc522029409]Exposure sources, production volumes and environmental releases
[bookmark: _Toc522029410]Exposure sources
· Maize, wheat, sorghum, grapes and any products thereof.
[bookmark: _Toc522029411]Production volumes
0 – 10 tonnes per annum
[bookmark: _Toc522029412]Environmental releases
No information provided. 
[bookmark: _Toc522029413]Human exposure
[bookmark: _Toc522029414]Human exposure routes
· Oral
[bookmark: _Toc522029415]Prevalence of exposure
· There is widespread exposure of the general population

[bookmark: _Toc522029416]Highly exposed groups
· Infants and children
· Adults
· Pregnant women
· Elderly people
· Men
· Women
· Individuals of lower socio-economic status
[bookmark: _Toc522029417]Vulnerable groups
No information provided.
Relevant reference (WHO and FAO UN 2011).
[bookmark: _Toc522029418]Regulation and policy
[bookmark: _Toc522029419]Current policy questions
	Question
	Source

	Biomonitoring could support risk assessment of fumonisins and their modified forms thereby also support regulatory measures for these compounds (e.g. MLs)
	EU PB


[bookmark: _Toc522029420]EU Regulations
	Chemicals legislation

	Registration, Evaluation, Authorisation & Restriction of Chemicals (REACH) (EU 2006a)

	Food safety legislation

	Regulation (EC) No 1881/2006 on setting maximum levels for certain contaminants in foodstuffs (EU 2006b).


[bookmark: _Toc522029421]Regional and Global regulations (where relevant)
No information provided.
[bookmark: _Toc522029422] National regulations (where relevant)
No information provided.
[bookmark: _Toc522029423]Regulatory guidance values
PMTDI of 2 μg/kg body weight per day for FB1-3 (WHO and FAO UN 2011).
[bookmark: _Toc522029424]Human biomonitoring values
[bookmark: _Toc522029425]Risk assessments 
Please see (WHO and FAO UN 2011).
[bookmark: _Toc522029426]Reducing human exposure
Please see (Voss et al. 1996; Burns et al. 2008).
[bookmark: _Toc522029427]Public concern
No information provided.
[bookmark: _Toc522029428]Technical feasibility
[bookmark: _Toc522029429]Availability of biomarkers and methods
Yes.
[bookmark: _Toc522029430]Work required to develop new approaches
A series of Biomonitoring studies have been described previously (WHO and FAO UN 2011).
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