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[bookmark: _Toc522029403]Substance identification
	Substance scientific name
	(±)-5-amino-1-(2,6-dichloro-α,α,α-trifluoro-para-tolyl)-4-trifluoromethylsulfinyl-pyrazole-3-carbonitrile

	CAS number
	120068-37-3

	EC number
	601-663-4

	Other names
	Fipronil


[bookmark: _Toc522029404]Actors that nominated this substance or substance group
	EU Policy Board
	Countries
	Stakeholder Forum

	European Chemicals Agency
	
	

	
	
	


[bookmark: _Toc522029405]Overview and quality of the information submitted
· Gaps in the information provided: No HBM data, no environmental release data.
· Hazard: Information provided except for vulnerable groups.
· Exposure: No HBM data, no environmental release data.
· Regulatory status: No regional and/or national regulations provided.
· Public concern: Recent case provided.
· Technical feasibility: No information provided on availability of biomarkers.
[bookmark: _Toc522029406]Knowledge gaps and proposed research activities
[bookmark: _Toc522029407]European Chemicals 
EU data on the exposure of the general population to fipronil are not available. Recently, fipronil was detected in eggs (https://webgate.ec.europa.eu/rasff-window/portal/?event=notificationDetail&NOTIF_REFERENCE=2017.1065) in several EU countries. Biomonitoring studies on levels of fipronil will provide regulators with real exposure values so that they can determine whether people have been exposed to higher levels of fipronil than the acceptable exposure levels established in the EU assessment. Biomonitoring data can also help scientists plan and conduct research on exposure and health effects.
Of relevancy to have:
· New data on particular chemicals
· New data on a specific population groups or subgroups
[bookmark: _Toc522029408]Hazardous properties
[bookmark: _Toc522029409]Current knowledge gaps on hazardous properties
[bookmark: _Toc522029410]European Chemicals Agency
[bookmark: _Toc522029411]Hazard classifications
	Responses to survey questions on hazard classifications

	IARC classifications

	-

	Repr. 1B
	-

	STOT SE 
	-

	STOT RE 
	1

	Neurotoxic
	Suspected

	Immunotoxic
	No

	Respiratory sensitizer
	-

	Endocrine disrupting substance
	Suspected



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

	Harmonised classification and labelling:

	· Danger! According to the harmonised classification and labelling (ATP10) approved by the European Union, this substance is toxic if swallowed, is toxic in contact with skin, is toxic if inhaled, causes damage to organs through prolonged or repeated exposure, is very toxic to aquatic life and is very toxic to aquatic life with long lasting effects.
	[image: GHS08: Serious Health Hazard] [image: GHS06: Acute Toxicity] [image: GHS09: Hazardous to the Environment]

	Reference: ECHA Substance Information on Fipronil



	Other classifications

	REACH SVHC
	No

	Emerging substance
	-

	
	

	
	



Other relevant information
Harmonised classification according to CLP:
Acute Tox. 3 * H301
Acute Tox. 3 * H311
Acute Tox. 3 * H331
STOT RE 1 H372 *
Aquatic Acute 1 H400
Aquatic Chronic 1 H410
Other references:
Link to Doc I of Biocidal Products Regulation 283/2013 (ECHA 2011; EU 2013b).
Included in the EU impact report for EDs (2016) as potential endocrine disruptor Cat.II. (Brussels, 15.6.2016 (EU 2016b).
[bookmark: _Toc522029412]Persistence and bioaccumulation potential
	PBT
	No

	vPvB
	No

	Very Persistent
	Yes


[bookmark: _Toc522029413]Exposure characteristics
[bookmark: _Toc522029414]Current knowledge gaps on exposure
[bookmark: _Toc522029415]European Chemicals Agency
No EU data for exposure to FIPRONIL available. The exposure assessment is based on models. The substance is an insecticide used indoors for ant and cockroach control.
The substance is not included currently in US biomonitoring programme, but there is available info on possible inclusion in future projects (Biomonitoring California 2009).
There are data available from monitoring studies in the environment (Budd et al. 2015). 
[bookmark: _Toc522029416]Availability of HBM data
Not information provided.
[bookmark: _Toc522029417]Exposure media
· Water
· Food
· Soil
[bookmark: _Toc522029418]Exposure sources, production volumes and environmental releases
[bookmark: _Toc522029419]Exposure sources
Exposure to workers is likely during application. Exposure to general public through authorised uses is low, but potential exposure through misuse.
[bookmark: _Toc522029420]Production volumes
0-10 tonnes per annum.
[bookmark: _Toc522029421]Environmental releases
No information provided.
[bookmark: _Toc522029422]Human exposure
[bookmark: _Toc522029423]Human exposure routes
· Dermal
· Inhalation
· Oral

[bookmark: _Toc522029424]Prevalence of exposure
· There is widespread exposure of workers
[bookmark: _Toc522029425]Highly exposed groups
· Workers (professional and/or industrial)
[bookmark: _Toc522029426]Vulnerable groups
No information provided.
[bookmark: _Toc522029427]Regulation and policy
[bookmark: _Toc522029428]Current policy questions
	Question
	Source

	Have people been exposed to higher levels of fipronil than the acceptable exposure levels established in the EU assessment? If so, what is the source of the exposure? 
	ECHA

	Is misuse of fipronil widespread?
	ECHA


[bookmark: _Toc522029429]EU Regulations
	Chemicals legislation

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

	Occupational health and safety

	Specific provisions as specified under Directive 2011/79/EU (EU 2011a)
Only professional use indoors by application in locations normally inaccessible after application to man and domestic animals has been addressed in the Union level risk assessment. When assessing the application for authorisation of a product in accordance with Article 5 and Annex VI, Member States shall assess, where relevant for the particular product, those uses or exposure scenarios and those risks to human populations and to environmental compartments that have not been representatively addressed in the Union level risk assessment.’


	Food safety legislation

	 



[bookmark: _Toc522029430]Regional and Global regulations
Information provided stating that fipronil is authorised under Directive 2011/79/EC (EU 2011a). 
(This Directive is no longer in force. Fipronil is no longer authorised as of 30/09/2017, please see EU Pesticide database) (EU 2011b, 2013a, 2016a). 
[bookmark: _Toc522029431] National regulations
No information provided.
[bookmark: _Toc522029432]Regulatory guidance values
AEL long term: 0.0002 mg/kg bw/d
AEL medium-term (Operator Exposure) = 0.0035 mg/kg bw/d
AEL acute-term (secondary exposure) = 0.025 mg/kg bw/d
Other relevant information (ECHA 2011).
[bookmark: _Toc522029433]Human biomonitoring values
No information provided.
[bookmark: _Toc522029434]Risk assessments 
Other relevant information (ECHA 2011).
[bookmark: _Toc522029435]Reducing human exposure
No information provided.
[bookmark: _Toc522029436]Public concern
Recent discovery of fipronil in eggs on the EU market as a result of misuse of the active substance gained wide attention and societal concern. Summarised with several references in the link below
https://en.wikipedia.org/wiki/2017_Fipronil_eggs_contamination
Substance is not included in the ChemSec’s SIN list (Substitute It Now!).
[bookmark: _Toc522029437]Technical feasibility
[bookmark: _Toc522029438]Availability of biomarkers and methods
No information provided.
[bookmark: _Toc522029439]Work required to develop new approaches
Please see references (McMahen et al. 2015; Raju et al. 2016; Appenzeller et al. 2017).
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