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» Presentation on the specific protection goal
e Overview of the guidance document
e Chapter 5: Exposure
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e Chapter 6: Lower tier Hazard
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Current status

Status quo regarding the risk assessment for
honeybees and other non-target arthropods is the
2002 Guidance Document on Terrestrial
Ecotoxicology

The 2013 Bee Guidance Document from EFSA
was never fully endorsed by the majority of
Member States in the Standing Committee on
Plants, Animals, Food and Feed despite repeated
efforts over several years.

Commission mandated EFSA in March 2019 to
review the 2013 Bee Guidance Document, taking
into account scientific knowledge that has emerged
since 2013. EFSA published a revised guidance for
bees on 11 May 2023.



Setting of SPG for honeybees

Definition of Specific Protection Goals are key for a good Environmental Risk Assessment.
Discussions with Member States started in 2020. Two information sessions with stakeholders
were held in January and November 2021.

Discussion was based on the EFSA technical report regarding the analysis of background
variability of honeybee colony sizes.

A majority of EU agriculture ministers supported a new specific protection goal for honeybees
of 10% at the Agriculture and Fisheries Council meeting of 28 June 2021.

This value of 10% should be understood as the maximum permitted level of honeybee colony
size reduction following pesticide exposure and will be applied for the entire EU.

This value is very ambitious compared to what is acceptable under the Guidance from 2002
and compared to the natural variability of colony size found by EFSA but verification via field
studies is still technically feasible.



Setting of SPGs for wild bees

Discussion was based on the EFSA technical report regarding the
analysis of the evidence to support the definition of SPGs for
bumblebees and solitary bees.

Absence of sufficiently robust evidence to set a specific protection goal
for bumblebees and solitary bees.

A majority of Member States indicated support for an undefined
threshold approach for setting specific protection goals (SPGs) for
both bumblebees and solitary bees

The Commission therefore informed EFSA to continue the update of
the Bee Guidance Document on the basis of an undefined threshold
approach for bumble bees and solitary bees.



Setting of SPGs for wild bees (lI)

In practice, until further data becomes available and in case of potential exposure of bees, by
default field studies on bumblebees and solitary bees will be required unless:

» the lower tier risk assessments for honeybees and non-
target arthropods other than bees show no effects for
the active substance, or

» semi-field (cage or tunnel studies) with bumblebees
and solitary bees show absence of effects.

Furthermore, semi-field or field testing with bumblebees
would also not be needed if laboratory studies according
to OECD test methods No 246 and 247, show an LDg, >
100 pg active substance/bumblebee.



How will the Bee Guidance Document be endorsed?

Two-step procedure involving Standing Committee PAFF:
1. Check and if needed update implementing regulations, in particular

 Commission Regulation (EU) No 546/2011 as regards uniform principles for evaluation
and authorisation of plant protection products

 Commission Regulations (EU) No 283 and 284/2013 setting out the data requirements
for active substances and plant protection products respectively

2. Endorse the guidance on the risk assessment of plant protection products
on bees (Apis mellifera, Bombus spp. and solitary bees)



Develop additional test guidelines:
workplan

« What ? ‘ Protocols for testing pesticides (chemicals and microbials)
on pollinators - looking for concrete ways to support:

e Development,
 Validation and ringtesting,
* And international agreement at OECD.

« How ? Commission, together with the Member States, is currently
establishing an inventory of available, under development
and needed protocols to test the effects of pesticides on
pollinators. This inventory will be used in a next step as a
basis for a workplan.
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Latest news

Latest news is always available via the
website of the European Commission

https://food.ec.europa.eu/plants/pestici
des/protection-bees en
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OVERVIEW OF THE
EFSA'S BEE GUIDANCE
DOCUMENT

Domenica Auteri



BACKGROUND



LOOKING BACK AND FORTH

EPPO, 2002

~ 1 page ~300 pages 74 documents
>1600 pages
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Chapter 1 -

Introduction

16



CHAPTER 2 - SCOPE OF THE GD

Provide guidance in the context of the evaluation of PPPs and their active
substances under Regulation (EC) 1107/2009

The focus is on direct effects; indirect effects are out of scope

The focus is on chemicals, the Guidance does not cover the risk assessment for
micro-organism and semio-chemicals

The focus is technical mixture undergo authorisation under the 1107
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CHAPTER 3 - OVERVIEW: TIERED APPROACH

Four risk cases:

e Acute-contact risk

« Acute-dietary risk

» Chronic-dietary risk
« Larvae-dietary risk



Chapter 3 - Overview:

risk assessment
scheme
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CHAPTER 4 - DEFINITION OF PROBLEM FORMULATION

> Better definition of the Problem
formulation

> Consideration of exposure for several

methods of application

> Consideration of relevance of the
scenarios

START

Y

Problem formulation
Chapter 4

Analyse the type of use, the use
patterm and environmental properties

Y
[ Conclude low 7,4 2 _~Can bees be™._
risk ™ _exposed?
Yes
Y

« |dentify the relevant exposure scenarios
¢ |dentify the relevant bee exposure routes
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CHAPTER 4 - EXPOSURE SCENARIOS

‘ physiological needs

importance of the exposure route

»No water scenarios
‘ experience from field studies

‘ No link with SPG and EXAG

> Crop attractivity revised (EKE)

»Amendments for the off-field
scenarios

»Weed abundance taken into consideration

»Triggering the succeeding crop scenario
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EXPOSURE/HAZARD DEFINITION

 |dentify the more suitable  Identify the hazard endpoints
exposure model for the 3 bee groups

« Identify the worst-case PEQ for « ldentify dose response curves
each of the 4 risk cases for each of the 4 risk cases

22



CHAPTER 7 - LOWER TIER RISK ASSESSMENT

A:f;ﬁsddf;agy Chronic dietary
hazard exposure & hazard

Contact Larval
exposure & exposure &

hazard il
Effect on

colony/
population




SPECIFIC CONSIDERATIONS

> New scheme for
Time Reinforced
Toxicity

Chapter 8

> New scheme for
technical mixtures

(Chapter 12

New scheme for
sublethal effects

New scheme for
metabolites
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CHAPTER 10 - HIGHER |
TIER REQUIREMENTS ‘ e \

Existing protocols

are considered ‘ Semi-field \
° * (HB), BB, SB
as much as possible
Colony feeder
- (HB), BB

Limited number of endpoints
Link to the SPG
New statistical requirements




OTHERS

« Chapter 13 — Risk mitigation measures
 Chapter 14 — Conclusion (in relation to the terms of reference)
e Chapter 15 — Recommendations



Calculator development

» Ongoing
»Web tool

»Available for the
implementation of the GD

#0penEFSA







EXPOSURE ROUTES

extrafloral
nectaries

I I soil/mud/leaves
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EXPOSURE ROUTES

acute exposure
during flowering

cute & chronic exposure }

a
s . ' %{during & before flowering
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APPLICATION METHODS & SCENARIOS

Scenario Contact  Dietary Spray application
exposure exposure
Treated crop v/ v/
In-field
Weeds v/ Vv * Seed treatment
Field margin v/
, Off-field 4
Adjacent crop - v/
Succeeding In—fle'ld, but ] N4 Granular
crop later in time application

+.* Except seed treatment

4
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Table 3 gives some guidance for other application methods



CHANGES FROM 2013

» Amendments for

the off-field scenarios > Weed abundance taken

into consideration

o
o

> Triggering the succeeding
Crop scenario

Application
rate

Koc DegT50 32



Description of the exposure &
1\ (lower tiers)



CONTACT EXPOSURE

PEQ., = AR EF., BSF

Where:

PEQ..: Predicted Exposure Quantity for contact exposure - pg/bee
AR: application rate — g/ha

EF.,: exposure factor for contact exposure (-)

BSF: body surface factor - dm?/bee

For Tier 1, PEQ,, can routinely be estimated for
the 5"% small bumble bee and solitary bee ‘

species.
P 34



THE MATHEMATICAL MODELS (DIETARY EXPOSURE)

Through soil Pre-flowering During flowering
contamination  contamination contamination
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Parameter Definition Unit

AR Application rate g/ha
EFqi Exposure factor for dietary exposure - (unitless)
PFF Pre-Flowering Factor - (unitless)
SVpo,be Shortcut value for pollen for before flowering situations  pg/bee or pg/bee/day or
Hg/larva/developmental period
SVhebe shortcut value for nectar for before flowering situations ~ pg/bee or pg/bee/day or
Hg/larva/developmental period
SVpo,du shortcut value for pollen for during-flowering situations ~ pg/bee or pg/bee/day or
Hg/larva/developmental period
SVhe,du shortcut value for nectar for during-flowering situations  pg/bee or pg/bee/day or
Hg/larva/developmental period
SVpo,so Shortcut value for pollen for situations for Hg/bee or pg/bee/day or
1 9 contamination from soil Hg/larva/developmental period
a ra m e e rs SVhe,s0 Shortcut value for nectar for situations for Hg/bee or pg/bee/day or
p contamination from soil Hg/larva/developmental period
CMP,, pollen consumption mg/bee or mg/bee/day or

mg/larva/developmental period

CMPg, sugar consumption mg/bee or mg/bee/day or
mg/larva/developmental period

SN sugar content of the nectar kg/kg (i.e., -)

LFpo landscape factor for pollen - (unitless)
o LFne landscape factor for nectar - (unitless)
PCUD0,be Predicted Concentration per Unit Dose in pollen from mg/kg
m a e m a I c a before flowering application
PCUDre,be Predicted Concentration per Unit Dose in nectar from mg/kg
before flowering application

PCUD0,du Predicted Concentration per Unit Dose in pollen from mg/kg

during-flowering application
PCUD 1 du Predicted Concentration per Unit Dose in nectar from mg/kg

during-flowering application

RUD;o Residue per Unit Dose in pollen mg/kg
RUDe Residue per Unit Dose in nectar mg/kg
DT50,, half-life in pollen; the time within which the day
concentration in pollen is reduced by 50 percent
DT50ne half-life in nectar; time within which the concentration day
in nectar is reduced by 50 percent ‘
DT50, half-life in plant matrices; the time within which the day
concentration in crop/plant matrixes is reduced by 50
percent

Nbe number of applications before flowering - (unitless) @
Nau number of applications during flowering - (unitless) R

ibe interval between multiple applications performed before

d

idu interval between multiple applications performed
flowering

w time window for deriving time-wei
concentrations for chroni

Predict i

#0penEFSA



THE RELEVANCE OF THE DIETARY MODELS

Exposure scenario

PPP application weeds in the|, . : succeeding
treated crop . field margin adjacent crop
field crop
BBCH < 10, ‘bare | through-soil through-soil
soil’ situation contamination contamination
BBCH <10, during-flowering | during-flowering | through-soil

presence of
emerged weeds
not excluded

through-soil
contamination

BBCH 10-59

pre-flowering
contamination

BBCH 60-69

during-flowering
contamination

BBCH =70

Not relevant

during-flowering

contamination

contamination

contamination

contamination
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BRAND NEW PARAMETERS

> LF
> PFF

» PECpw
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Refinement options
(Tier 2)

#0penEFSA




CONTACT EXPOSURE

EFco parameter might be refined with crops/situations specific
data

PEQco itself might be refined in
exposure field studies;

the chemical washed-off from
the surface of the bees has to
be analytically determined
(see Annex B).

i
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DIETARY EXPOSURE

Pore water concentration (PECpw)
EFdi parameter

Residue levels in pollen/nectar
measured in exposure field studies (RUD)

Residue decline in pollen/nectar or plant
matrixes measured in exposure field
studies (DT50)

Landscape effect on the food collection
(LF)

Sugar content of the nectar (SN)

L4



EXPOSURE FIELD STUDIES

Benchmarking the residue
level in pollen and nectar in
field conditions

Aim: encompass the 90%-
tile worst case residue level
in pollen and nectar
(realistic worst-case

concentrations)
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FIRST Q&A




COFFEE - TEA BREAK

THE SESSION WILL START AGAIN AT
11.45
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Thank you for attending our event!

» The recording of today’s event will be available on the EFSA website in few days

» Please take few minutes to fill out the evaluation survey that you will receive after the
event. Your feedback is essential to improve our future events




