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REPORT
WORKSHOP ON 17 FEBRUARY 2022 (14H-17H30)

REVIEW OF THE EFSA GUIDANCE ON THE RISK ASSESSMENT OF PLANT PROTECTION PRODUCTS ON BEES (APIS
MELLIFERA, BOMBUS SPP. AND SOLITARY BEES) - SPECIFIC PROTECTION GOALS FOR BUMBLE BEES AND
SOLITARY BEES

Following the invitation from DG SANTE Unit E4, risk managers and risk assessors from 23
Member States, Norway and Switzerland participated.

DG SANTE.E4 welcomed the participants and thanked the European Food Safety Authority
(EFSA) for the publication on 28 January 2022 of the technical report with the analysis of the
evidence to support the definition of Specific Protection Goals (SPG) for bumblebees and
solitary bees®.

This technical report formed the basis for the discussions and was summarised by DG
SANTE.E4 in an opening presentation (see annex). The presentation highlighted the
differences in biology and ecology of bumblebees and solitary bees versus honeybees,
summarised the limited data available for bumblebees and solitary bees, described the most
relevant parameters for bumblebees (e.g. colony weight) and solitary bees (those related to
population abundance) and explained the two potential options, considered by EFSA, for
defining Specific Protection Goals, i.e. an a priori defined threshold or an undefined
threshold.

Experts from the Member States had the possibility to ask questions for clarification and
were subsequently asked for their views on the way forward for the setting of specific
protection goals for wild bees.

The results are indicated in the table below:

BUMBLEBEES — COLONY WEIGHT SOLITARY BEES — POPULATION ABUNDANCE
DEFINED Preferred by 17 out of 23 Member | Preferred by 6 out of 22> Member States.
THRESHOLD States.
3 Member States did not propose a
OPTION 15 of these Member States value prop
mentioned a value of 10% '

L https://www.efsa.europa.eu/en/supporting/pub/en-7125
2 One Member State left the meeting early and did not participate in the discussion on solitary bees.




although many of them
mentioned that the position is
preliminary.

1 Member State stressed that 10%
is already very conservative and
ensures a high margin of safety.

1 Member State could not indicate
a value.

1 Member State preferred a value
as close to 7% as possible.

1 Member State stated it should not be
higher that 10 % while another Member
States mentioned 7-10%.

A third Member State indicate maybe
10% or higher.

UNDEFINED Preferred by 1 out of 23 Member | Preferred by 13 out of 22 Member

THRESHOLD States because there is not | States.

OPTION enough evidence available to About 10 Member States preferred this
support any value. option as a temporary solution because

This Member State indicated to be of the current lack of evidence w.hich

able to support a defined does not allow to set. a 'deflned

threshold of 7-10% if preferred by thrt.eshold. Once more data is available, a

- .| defined threshold could be set. The need

a majority of Member States in ) o

order not to delay the finalisation for 9ngomg scientific research was

of the update of the Guidance mentioned.

Document. One Member State indicated to be able
to support a defined threshold, if this
option is preferred by a majority of
Member States, as close as possible to
7%.

Several Member States mentioned that
it is acceptable to have different
approaches for bumblebees and solitary
bees.
No posITION | 5 Member States did not have a | Three Member States did not have a
YET position yet. position yet.

1 of these indicated to be ready to
follow the majority in order not to
hold up finalisation of the update
of the Guidance Document.

Another of these acknowledged
the need to finalise the review of
the Guidance Document.

Two of these Member States
pointed to the scarcity of data and

One of these indicated to be ready to
follow the majority in order not to hold
up finalisation of the Guidance
Document and will discuss internally if
an undefined threshold is viable.

Another of these did not support any of
the options and considered that the
review of the Guidance Document can
currently not be finalised for solitary




the need to be precautious. bees due to lack of data.

The third of these did not express any
preference and stressed the importance
of considering ecological differences.

Next steps and closing

DG SANTE.E4 thanked all participants for the good exchange of views.

DG SANTE.E4 will reflect internally on the most appropriate way forward and announced
that it intends to continue the discussion in the Standing Committee Plants, Animals Food
and Feed at its next meeting on 30/31 March 2022.




Annex:

Esrmznan
Cermrinian

Review of the EFSA Guidance
on the risk assessment of plant protection products on bees
(Apis mellifera, Bombus spp. and solitary bees)

Wild bees vs honey bees

Bumble bee

+ 68 speciesin EU in the
same genus (Bombus)

Small annual colonies
(with limited structure)

One eqgg-laying queen
that overwinters

Mostly wild

Limited food storage in
the nest

Solitary bee
* ~ 1900 species in

Europe

No colonles (not
eusocial), tax. diverse

All females lay egas
Mostly wild
Provision nests only once

~ efsam

Lampoen Food Sefety Aathanty

Honey bee

One species only in
Europe (Apis mellifera)

Large perennial colonies
(Highly structured)

One eag-laying queen
Mostly managed

Nests contains large
reserves of food




Dimension of the Specific Protection Goal

» Table 1: Specific Protection Goals as implemented in EFSA (2013)

Dimensions Bumble bees Solitary bees

Ecological Entities Colary Population

Attribute Calory strength Population abundance

Magnitude Megligible effect Negligible effect
(percentage of colony size (percentage of population
reduction as for honey bees) abundance reduction as for

honey bees)

Temporal scale Mot relevant Not relevant
I.e. any time i.e any time

Spatial scale Edge of field Edge of field

Other existing SPG approaches

* Non-target arthropods:

Eurapean
Camiffission

« EFSAPPR Panel (2015b) scaling magnitude based on expert judgement (considering
typical dose-response such as . EC10, EC50) and not based on data. Proposed options
are not yet discussed with risk managers,

+ Terrestrial guidance document (2002): general protection goal: for higher tier case-by-

case decision

* Aquatic organisms:

= Minimal Detectable Difference (MDD) concept

Can the same approach as for the honeybee

SPG be used?

* The normal operating range (NOR) provides an indication of the range of typical
‘natural variability’ that can be used as a baseline to understand what magnitude
of effects can be tolerated following exposure to a pesticide.

» For honeybees, the NOR was defined by simulating the background variability of
honey bee colony strength. The magnitude of acceptable effect expressed
maximum colony size reduction was defined by the relative difference between
the mean colony size and the lower limit of the operating range.

* The used methodology for honeybees cannot be directly transferred to bumble
bees and solitary bees, due to their different biology and ecology

* However in principle, it may be possible to apply a similar concept by using a
combination of mechanistic modelling and data from field studies.

Eurapean
Camerission



Biology of bumble bees

* Bumble bees belong to the genus Bombus
(68 species in Europe). Mostly wild.

« Small annual colonies with a single egg-laying queen responsible to establish colony
in spring. Only the new queens hibernate during the winter.

* Nests above or below ground, include wax but limited structure.
« Workers switch between in-hive tasks and foraging.

+ Colonies store only enough food to allow the colony to persist through short periods
of poor weather.

* Visit a wide range of flowers.

Models for bumble bees

* EFSA identified 9 potentially useful models: 7 on bumble bees and 2 on both
bumble and solitary bees

* These should be evaluated according to the 2014 EFSA good modelling
practices opinion (not feasible within timeframe mandate)

* Models must cover the numerous different species to incorporate species-
specific ecological processes

+ |dentified models thus require further in-depth analysis and consideration
before they can be used

+ But models are a powerful tool for the future!

- Eurapean
Commission

Available field studies for bumble bees

« Can colonies grow strong enough to provide pollination services AND produce
new gueens to be able to establish new colonies the following season?

» Endpoints considered: number of workers, number of adults and colony weight

+ Variability for colony weight comparable to variability for honeybee colony strength

Bumble bees

Species Data available only on B. terresins

Avallable data Field data: 7 field studies (33 fields overall,
2-25 replicate colonies/field)

Colony size CV CV workers - 0-135% CV adults : 0—85%
(nworkers # n adults)

Colony weight CV  CV: 5-860% (versus CV 0-50% honeybes calony strengih)




Overview for bumblebees

acceptable percentage value of size reduction specific for bumble bee colonies

Lines of evidence Crfimed Unatefined threshald
Threshald |
Bumible bees

Biology and Ecology Bology and scology cannot be fuly coversd in the rek assessment duetn lack of data. Bumble bees

and soltary bees hawe different biology and ecolegy. Extrapolition factors betwesn speces (=.g. from
Fecrsery beisess T bumble bewes and soliary bees) based on some aspects of their bickgy can be
considered in the rick assessment

Background wariability Comprehensive data on MNOR nat avalabie Moot apphcabie

Avalable datd may sppoit 3 thieshald as agresd for haney
b= or any cther threshold in that range.

Impact for boveer bier risk Rick assessment schemes wil be developed to be compliart |H will reguire definbion of assessment
assessuwent with the defined threshold. & will resukin more harmenisation (factors {ingger values) that may reduce
ard lags complexity &2 8 Similar risk BRSRSSMENT aMong Mo M bivertneess: of s w1 risk

Foormey beieees, baurnbibe s solfary bees wil ba implemented | assessment. Rl kad 1o ks
harmonisation and more compheeiy
b2 [0 the innplemnemation of diferant
risk assessment schemes amaong
hioney bees. bumble bees and solitary
==

Requirementsfor field studies | Avaibbl stodes ndcats feasbity to detsct ~ 10% (based  |Case-by-case. Inthe futore, &

w5 power of available field on colorry weght]) defniion of MDD or CI values may - Eurapean
shudias support morne harmonised evaliation, Camiissian

- Biology of solitary bees

+ Taxonomically diverse (in EU approx. 1900 species)

* No colonies, no worker caste, only males and females
* Most specialised in collecting pollen from one genus or one family of plants

« Vary considerably in size, appearance and use a wide variety of nesting
substrates

* Most have one generation of offspring per year. All females lay eggs.

* Produce a relatively small (approx. 10) number of offspring per female.

- European
Cemmisson

Models for solitary bees

« EFSA identified 3 potentially useful models: 1 on solitary bees and 2 on bath
bumble and solitary bees

* These should be evaluated according to the 2014 EFSA good modelling
practices opinion (not feasible within timeframe mandate)

* Models must cover the numerous different species to incorporate species-
specific ecological processes

+ Identified models thus require further in-depth analysis and consideration
before they can be used

» But models are a powerful tool for the future!



Available field studies for solitary bees

« Can the (starting) population replace itself?

+ Endpoints considered: number of females emerged in the next generation per
number of females emerged in the starting population, number of female
cocoons per introeduced female cocoon, number of cocoons (both sexes) per
introduced female cocoon and number of brood cells per introduced female

cocoon.

Solitary bees

Species Data available only on O. bicomnis

Avallable data Field data: 8 field studies (35 fislds overall,
1 population/field)

Colony size CV Mot relevant

Colony weight CV Mot relevant

Overview for solitary bees

acceptable percentage value of size reduction specific for solitary bee population

abundance

Lines of evidence Dizfinesd Undafined threshold
threshold
Solitary lees

Biulnglfmﬂmlngv Bickegy and ecology cannck be fuly covered n the nsk assessment due to bk of data. Bumble
bees and soltary bees hene differsrt binbgy and ecobogy. Extrapoltion factors between spedes
(g from haney bees t bumbse bees and soltany bees) based on some aspects of ther biokagy
can be corsidared in the sk assesernent

Background variability Cornprehersive data on NOR not awadable, ot appdeable

Avalable data give noonclishve resullts

Tmpact for lower tier risk
assezement

Figk sresgeament sohames il be developad
10 e compliant with the defired threshold. |
wil resuk n more harmonisation and less
complesity as a similar risk assessment
ameng honey bees, bumble and solikary bees
will be implemented

il require delinilion of assecsmant faions
(rigger values) thal may reduceihe effectiversss
of the: kower tier nsk azseszmenl. Hwil lead bo
le=s harmonisation and more complesity due 1o
the mplementation of diferent risk assessmenl
schemes among honey bees. bumble bees and
Gallary beas

Requirements for field shudies v

Mot possible 1o gve indcaton based on the

Case-bry-case, Inthe fture, 3 definbion of MDD
or €1 wakues mary suppert more hamnonised

power of available field studies avaibhl data (the studes for which @ power
analysis & avaiable ndicate that 100 may evaliation.
not he feashle wih the curent design) i - m

SO,
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