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Public Consultations ~ efsam

European Food Safety Authority

« 15t Public Consultation open from 20/09/2012 till 1/11/2012

— Nr of comments: 852
— Nr of commentors: 63
- EU (811), Switzerland (28), Norway (7) and USA (6)

. 2" Pyblic Consultation open from 15/02/2013 till 18/03/2013

Introduction of risk assessment on exposure to contaminated water and
metabolites

Nr of comments: 176
Nr of commentors: 30
EU (176)
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or. or: European Food Safety Authority

m ECPA
m ANSES

Chemicals regulation directorate
m NPPO

‘ i Pesticides Action Network
B Julius-Kuhn Institut
B TSGE LLP
m CARl asbl
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1st Public Consultation “ efsam

comments per topic i European Food Safety Authority

General Comments

Chapter 1. Introduction

Chapter 2. Protection Goals as agreed by Risk Managers from MSs

Chapter 3. Exposure assessment for bees

Chapter 4. Laboratory, semi-field and field studies

Chapter 5. Trigger values

Chapter 6. Introduction to the risk assessment scheme for honey bees

Chapter 7. Risk assessment schemes

Chapter 8. Mixture toxicity and toxicity of formulated products with 2..
Chapter 9. Risk mitigation options
Chapter 10. Uncertainty analysis

References

ﬁ( Appendices
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1st Public Consultation I afcam

comments per topic (Chapter 2) . European Food Safety Authority

- Many comments on the proposed model for
simulation of the bee population
— lack of dynamics
— lack of parameterisation
— Not realistic

. Discussions on the use of the 90t percentile

- Highlighting difficulties of having non exposed
controls in field studies
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1st Public Consultation “ efsam

comments per topic (detail Chapter 3) _ European Food Safety Authority

Chapter 3. Exposure assessment for bees

3.1. Introduction

3.1.1. Relationship between the exposure assessments of honey bees,.. |

3.1.2. Specification of the Exposure Assessment Goal

3.1.3. Selection of the Ecotoxicologically Relevant types of Concentration
3.1.4. Linking of Exposure and Effect Assessment based on parallel.. |5

3.1.5. The concept of the Residue Unit Dose (RUD) as used in the.. |

3.1.6. The need for an Exposure Assessment at landscape level

3.1.7. The hierarchy of the Exposure Assessment
3.2. Exposure Assessment for spray applications

3.2.1. The exposure Assessments for the different types of plants.. |
3.2.2. Conservative default values for RUDs of pollen and nectar after.. |

3.2.3. Concentrations in pollen and nectar in the treated crop

3.2.4. Concentrations in pollen and nectar in weeds in the treated field

3.2.5. Concentrations in pollen and nectar in plants in field margins

3.2.6. Concentrations in pollen and nectar in adjacent crops

3.2.7. Concentrations in pollen and nectar in plants in permanent crops.. |
3.2.8.The likely hierarchy of the Exposure Assessments for the different.. |-
3.3. Exposure Assessment for solids

3.3.1. Introduction

3.3.2. Exposure Assessment for seed treatments

3.3.3. Exposure Assessment for granules

3.4. Recommendations for further work to improve or underpin the.. |
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1st Public Consultation " efsam

comments per topic (detail Chapter 3) European Food Safety Authority

S T
B

- Ecotoxicological relevant types of concentrations
— Importance and risks of honeydew

— Importance and risk of various water sources (included in
final guidance)

- Need for exposure assessment of Landscape

— Comments on the difficulty of defining landscapes and
inadequate knowledge on preferences of bees when
presented with various foraging options !

« Seed treatments

— Mostly comments on dust production and the relation
with used seeding technology and formulations




1st Public Consultation " efsam

comments per topic (detail Chapter 3) European Food Safety Authority

- Concentration in pollen and nectar in weeds in the
field

— Very hard to test in the field

— Discussion on attractiveness for bees and species to be
selected

— Might trigger higher use of herbicides to avoid this
exposure route
- Permanent crops and succeeding annual crops

— Mostly discussions on the use of the DT50 and the
definition and calculation of soil residues




2nd Public Consultation

participants per category

Committed to ensuring
that Europe’s food is safe

."‘
¥
¥h

lefsam

European Food Safety Authority

B national governamental bodies
1" bee keepers and research institutes
M universities

others




Committed to ensuring
that Europe’s food is safe

¥ *
x
-‘h

lefsam

European Food Safety Authority

m ECPA

m ANSES
INIA

m Swedisch chemical Agency
Others

11




.’.i

2nd Public Consultation “ efsam

comments per topic | European Food Safety Authority

General comments
Chapter 1. Introduction

Chapter 2. Assessment of risk from exposure to contaminated water

2.1. Assessment of risk from exposure to guttation water

2.2. Assessment of risk from exposure to surface water

2.3. Assessment of risk from exposure to water in puddles

Chapter 3. Risk assessment scheme for metabolites

3.1. Alternative information replacing experimental studies

3.2. Risk assessment for metabolites

Chapter 4. Uncertainty analysis

4.1. Approaches for characterising uncertainty in higher-tier assessments

4.2. Risk characterisation and weight of evidence assessment
Appendix A. Background to the exposure estimates and trigger values..
Appendix B. Test Protocols to assess the effects of pesticides in.. |
Appendix C. Assessment of uncertainty

Appendix D Trigger values

References
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2nd Public Consultation " efsam

comments per topic (Guttation water) i European Food Safety Authority

. Risk of exposure to guttation water
— QGuttation is plant species dependent
— Guttation is weather dependent

— Especially important for systemic PPP and their
metabolites (also soil metabolites play a role)

— Concentration based on water solubility
— When will bees use guttation water ?
— Field testing practicalities ?
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Public Consultations “ ofsam

Conclusions L European Food Safety Authority

- Good overall participation
« Good balance between various stakeholders

- Alot of extra information gathered for the

development of the guidance
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About EF 5& News & events Topics A-Z FPublications Panels & units
I R EE———

Home > Agpliailons helpdesk > Ask 3 guestion
Animal by-products
Decontamination
Fead additives

Food contact materials
Food ingredients
Food processing
GMO

Nutrition

[Pecticides.

Ask a question about applications

Affiliation

|- Select -
Mame of organisation [optional)

| www.efsa.europa.eu/it/applicat

Country

Couens ionshelpdesk.htm

Scientific area

|— Select -
Subject

|- Select -

Question number =.g. EFSA-Q-YYYY-30000( (optional)
[EFsan-

our question
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Any questions? Get in contact with us through our web form!
http://www.efsa.europa.eu/en/applicationshelpdesk/askaqguestion.htm?ScientificArea=zero

Any information? Check out our web section!
http://www.efsa.europa.eu/en/applicationshelpdesk.htm

To know more...Watch us on Youtube!
http://www.youtube.com/watch?feature=player embedded&v=cUF22EIWWyU

GRAZIE
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to ensuring that Europe’s food is safe



http://www.efsa.europa.eu/en/applicationshelpdesk/askaquestion.htm?ScientificArea=zero
http://www.efsa.europa.eu/en/applicationshelpdesk.htm
http://www.youtube.com/watch?feature=player_embedded&v=cUF22ElWWyU

	� �Statistics of the Public Consultations �Draft Guidance on the risk assessment of plant protection products on bees (Apis mellifera, Bombus spp. and solitary bees)	���
	Public Consultations
	1st Public Consultation�participants per category
	1st Public Consultation�participants
	1st Public Consultation�comments per topic
	1st Public Consultation�comments per topic (Chapter 2)
	1st Public Consultation�comments per topic (detail Chapter 3)
	1st Public Consultation�comments per topic (detail Chapter 3)
	1st Public Consultation�comments per topic (detail Chapter 3)
	2nd Public Consultation�participants per category
	2nd Public Consultation�participants
	2nd Public Consultation�comments per topic
	2nd Public Consultation�comments per topic (Guttation water)
	Public Consultations�Conclusions
	�APDESK – front office, support desk �
	Slide Number 16

