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Content of the presentation

« Setting the scene: the political context
» Legal framework: marketing and use of plant protection products
* Need to adapt the existing legal framework for biological PPP

* Need-to-know principle applied to risk assessment of biologicals
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The political context: Green Deal objectives

Reduce by 50%
the overall use
and risk of
chemical
pesticides and
reduce use by
50% of more
hazardous
pesticides

Reduce nutrient
losses by at least
50% while ensuring
no deterioration in
soil fertility; this will
reduce use of
fertilisers by at
least 20 %

Reduce sales of
antimicrobials
for farmed
animals and in
aquaculture by
50%

Achieve at least 25%
of the EU’s agricultural
land under organic
farming and a
significant increase in
organic aquaculture
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The F2F strategy calls for more IPM and ....

Chemical
methods

Sustainable biological,
physical and other non-
chemical methods

Monitoring

Warning and forecasting,
sound threshold values

Prevention

Crop rotation, use of adequate cultivation techniques,
resistant seeds, hygiene measures, protection and
| enhancement of important beneficial organisms

....a more populated Farmers’ toolbox
with low-risk Solutions:

* Micro-organisms,

* Pheromones,

Peptides, antibodies,

Beneficial insects/mites/nematods
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The F2F strategy calls for further implementation of Integrated Pest Management

Targeted
application and

Chemical reduced doses,
anti-resistance
methods el

strategy

Pest control J

Sustainable biological,
physical and other non-
chemical methods

B pest L

manageme nt

Monitoring

Warning and forecasting,
sound threshold values

Prevention

Crop rotation, use of adequate cultivation techniques,
resistant seeds, hygiene measures, protection and
enhancement of important beneficial organisms
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How was the “portfolio” of active substances evolving in the EU
between 1993 and 20107
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% OF ACTIVE SUBSTANCES

Hazard Profiles of Active Substances
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What about the low-risk substances?

Low hazard active substances approved in EU

Today “Low risk”
substances:
* Micro-organisms

g
m N
= * Pheromones
= B * Plant extracts
= — In the future:
 RNAI
 Peptides
 Antibodies

2010 012 2013 2014 2015 2016 2017 2020 2021
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Legal framework for plant protection products

I
AUTHORISATION I SUSTAINABLE USE
|
USE OF PPP (GAP) :
|
USE OF PPP (GAP) [
USE OF PPP (GAP) :I USE OF PPP (GAP)
APPLICATION EQUIPMENT,
USE OF PPP ‘GAP) TRAINING, INFORMATION, IPM...
PPP PLACING ON THE MARKET SUSTAINABLE USE PPP RESIDUES
REGULATION (EC) 1107/2009 DIRECTIVE 2009/128/EC REGULATION (EC) 396/2005
or Update needed: proposal
for Sustainable use
Efficient ¢ tect HH and Regulation (under
icient to protec an discussion)

ENV, but better implementation (Proposed definition of
(e.g. delays, transparency) biological control)



Need to adapt the legal framework for biological

PPP

&,

11

Amendment of Regulations on micro-organisms:

0 Reg. 283/2013 (data requirements AS) UAnnex Il Reg 1107/2009

O Reg. 284/2013 (data requirements PPP) U Regd. 546/2011 (Uniform Principles)

New Regulations applicable from 21 November 2022!

For active substance, new data requirements to be used:
- choice of applicant between 21 Nov 2022 and 21 May 2023
- compulsory after 21 May 2023

For products it will depend on the data requirements used for the active substance

n Comntes |
Commission
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Need-to-know approach in risk assessment

Biological properties®
 Central role in data requirements

Biological properties (\WoE)

&,

Section 7

Section 5 Environmental occurrence
Residues (i.e. in (...) including fate &

Effects on human health food/feed) behaviour of metabolites
of concern

Section 6

12
*Reg (EU) 283/2013 as amended by Reg (EU) 2022/1439

Section 8
Ecotoxicological studies
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Tiered-based and weight of evidence approach

Example on human pathogenicity”

B 1- Weight of evidence approach (WoE)

 Biological properties
 Medical data
e Others

2- Pathogenicity and infectivity studies (new data generation)

« Acute oral, and/or
» Acute intratracheal/ intranasal, and/or
* Intravenous/Intraperitoneal or subcutaneous test

3- Specific pathogenicity and infectivity studies (new data generation)

* If WoE and pathogenicity and infectivity studies require further

investigation
13

*Section 5 of Reg (EU) 283/2013 as amended by Reg (EU) 2022/1439
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Need-to-know approach for other Candldate lOW-
risk PPP in the ‘pipeline’ .

« Data requirements (DR) & uniform principles

« EU guidance on semiochemicals, botanicals
* DR include literature data (systematic review, EFSA GD)

* DR include monitoring data (environment), epidemiological and medical data

- Info’in' DR not required tnder certain conditions! (point 1.5 Introduction)
- because of the nature, the uses, or not needed scientifically

14
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Need-to-know approach for other candidate low-
risk PPP — scientific justifications

* Biological properties

* Natural or already occurring background/exposure levels
» Ecology, fate and behaviour in the environment

« Specific interaction with the host

« Sensitivity to environmental factors = low-persistency...
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Need-to-know approach for other candidate low-
risk PPP — questions to discuss in your dossiers

‘ Opportunity to ,ask NEED-TO-KNOW “ data only: for ex.

« ?Existing risk assessment for other uses than PPP (unlikely due to the
specific host/pest interaction)?

 ?Toxicity/ecotoxicity package: make sense (stability of those ,chemicals'?)?

« ?Consumers’ exposure: unlikely or equivalent to already occurring
exposure”?
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Need-to-know approach for other candidate low-
risk PPP — from theory to practice

“‘When science leads, regulators try to follow”
 Authorities need to see the ‘real cases’!

 Discussion before submitting the dossier between the company and the
authority (e.g. “pre-submission meeting”)

» Guidances to risk assessment: some are already available (EU, OECD,
WHOQ), some others need to be developed.

« Every contributions are welcome: research projects, same technology applied
to other uses, academic data collection, multiple actors joint efforts

* No need at this stage to modify the legal framework !
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Road to 2030!

Micro-organisms

(MO)

New Reg on MO

OECD activities

Other initiatives

EC Communications Explanatory notes

Consensus
Test methods for MO documents on MO

Biological control

Semiochemicals
etc.

Other biological
control agents

Waiving (point 1.5
introduction data
requirements)

capacity

Strengthen MS

18

Training - BTSF

Relevant expertise
(grants)

2030
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Keep in touch

ec.europa.eu/

europa.eu/

@EU Commission

@EuropeanCommission

European Commission

B ™ € g oo

europeancommission

M @EuropeanCommission
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https://open.spotify.com/user/v7ra0as4ychfdatgcjt9nabh0?si=SEs1mANESea5kzyVy7HvDw
https://ec.europa.eu/
https://europa.eu/
https://twitter.com/eu_commission
https://www.facebook.com/EuropeanCommission
https://www.linkedin.com/company/european-commission/
https://www.instagram.com/europeancommission/
https://medium.com/@EuropeanCommission
https://medium.com/@EuropeanCommission
https://www.youtube.com/user/eutube
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Metabolites of concern

Guidance document on metabolites produced by micro-organisms*

Stage 1: determine assessment type

Active substance is metabolite in
product

@ MPCA is a virus

All other cases

Chemical assessment (part A)

No further assessment needed

Proceed to Stage 2

Stage 2: collect basic information

for mier | data Experimental data
(identified metabolites, toxicity, [WGS chemlcal anaIysesJ (ecn(tox] tests)
/,/ e _7_: — _"-:} List of toxic effects by
&-/f-"""o xiL — ~ unknown metabolites
List of Literature for List of toxic effects U
identified —> metabolitess —— by specific P 9 =
metabolites [toxicity) metabolites s identification

T ——— /

__70""—-7——7__ / Q.Mrufureior

=2 ;lé b
Overview table: list of toxic metabolites of metabolites

potential concern. Proceed to Stage 3.

Stage 3': snarminn metabolites of concern

termine if metabolite i d : 5
He e e O uced > If not, no further assessment for this metabolite
by strain
Determine if exposure to metabolite If negligible, no further assessment for this
is negligible metabolite

Include in overview table: list of toxic

SR AR e s 7 metabolites of concern. Proceed to Stage 4.

Stage 4: risk assessment

O veie  Oecimensiius

@Emﬁmml
(concentrations in

relevant environmental ~ characterisatic (fu rther toxicity

compartments) testmg)

Exposure assessment Tuxir.lty assessment
—— (set reference values)

e Literature

(toxicity; hazard

o1 Q@ e

{acceptable risk for this metabolite?)

(potential?) Hazard
identification

Metabolite
of potential
concern

Metabolite
of potential
concern

Identification of
metabolite of concern

Further hazard
characterisation

* https://ec.europa.eu/food/system/files/2020-11/pesticides_ppp_app-proc_guide 180653 _microorganism-metabolites-concern_202011.pdf
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Metabolites of concern
guidance on metabolites VS legal text

 Guidance document: sequence based on timings of data-provision (decision tree)

Qualitative Identification

(potential?) Hazard - - of
identification a::::ss;':nt metabolites Further hazard

of concern characterisation

Risk assessment

Quantitative
exposure
assessment

» Legal text: Sequence based on doSster/DR structure

Biological ' Human
; toxicology

Hazard
charact.

F&B Ecotoxicology

) Residues

properties

Hazard
charact.

Qualitative =~ Quantitative Hazard id.
exposure exposure

Qualitative Quantitative
exposure exposure

Hazard id.
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