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BfR Comments on “Draft report – 
Survey on Exposure Assessment Models used in a Regulatory Context”

In the summary table of available models and tools in Annex B a tool is missing which is provided by the German Federal Institute for Risk Assessment (BfR) to estimate the external exposure of livestock to biocidal active substances. Please include the following information about this tool in the survey report (based on the information requirements described in the table on page 27-30):
	Model name
	BfR calculator for estimating the external exposure of livestock to biocidal active substances

	General description
	The calculator is provided as an Excel file and as a web application and is a tool to facilitate the estimation of external livestock exposure to biocidal active substances (a.s.) as described in the ECHA Guidance on the Biocidal Products Regulation (Version 4.0, 2017). In addition, it allows estimation of the worst-case consumer exposure (WCCE) resulting from the calculated external livestock exposure and consumption of animal commodities as explained in the EMA-CVMP Guideline on risk characterisation and assessment of maximum residue limits (MRL) for biocides (EMA/CVMP/90250/2010). 

	Owner
	German Federal Institute for Risk Assessment (BfR)

	Website URL
	https://www.bfr.bund.de/en/exposure_estimation_for_biocides-239939.html

	Released/last updated 
	Released: 2012
Last updated: v2, 2021

	Compatibility 
	compatible with Windows

	Target substances
	- Organic substances
- Inorganic substances

	Estimates exposure to:
	- Others: Livestock
- Consumer (indirect via intake of food commodities of animal origin)

	Target Exposure
compartments/source/routes/s
	- Exposure Source: Use of Biocides
- Exposure duration (livestock, consumers (indirect exposure)): Short and long term exposure
- Exposure route (livestock): Inhalation, Dermal, Oral
- Exposure route for indirect exposure to humans: Ingestion (via intake of food commodities of animal origin with residues of biocidal active substances)

	Other model functions
	- Others: Results of model calculations in the web application can be downloaded as Excel file

	Limitation and applicability
	The estimated WCCE covers only the a.s. intake resulting from the biocidal use(s) with possible livestock exposure. Other exposure pathways for consumers, such as via plant commodities when the a.s. is also used as a pesticide, are not considered by the tool and have to be additionally taken into account by the evaluator to estimate a correct chronic WCCE.

	Availability
	- Availability to general public: Available (free) 
- Accessibility to the model:
    - Web application: Web-based 
    - Excel-based calculation program: Download via website
- Disclosure of the model description: Document published

	Data input and Confidential
Business Information (CBI)
	Does the information inputted into the model remain confidential to the user (i.e. stays protected and is not made available to others)? 
· Yes 

	Key references
	- Guidance on the Biocidal Products Regulation, Vol III Parts B+C, Section 6: Guidance on estimating livestock exposure (Version 4.0, 2017)
https://echa.europa.eu/de/guidance-documents/guidance-on-biocides-legislation
- Guideline on Risk Characterisation and Assessment of Maximum Residue Limits (MRL) for Biocides 
(EMA/CVMP/90250/2010)
https://www.ema.europa.eu/en/risk-characterisation-assessment-maximum-residue-limits-mrl-biocides

	Peer review, validation or
verification reference
	Peer reviewed on EU level by Member States (ECHA ad hoc working group – ARTFood)

	Default values
	This calculator applies assumptions and default values obtained from the two guidance documents (see key references)

	Application and use for
regulatory purpose
	- Regulatory field (Exposure source): Biocides
- Regulatory use:
Incorporated in regulatory framework: 
    - Screening assessment
    - Higher tier assessment
    - Assessment for substance registration by manufacturer/importer
    - Others: Exposure and consumer risk assessment
    - Application examples: Biocidal Products Regulation (BPR, Regulation (EU) 528/2012)
Supports decision making for:
    - National government
    - Industry
    - Others: EU
Used the estimation result for risk communication by:
   - National government
   - Others: EU
with:
   - Consumers
   - Others: Stakeholder in regulatory framework

	Contact information
	Organisation: German Federal Institute for Risk Assessment (BfR)
Name:
Email address: 
Website: https://www.bfr.bund.de/en/home.html
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