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MEETING DOCUMENT
From: General Secretariat of the Council
To: Working Party on Food and Food Systems (Pesticide Residues)
Working Party on Plants and Plant Health Questions (Pesticides/Plant Protection
Products)
Subject: Working Party on Plants and Plant Health Questions (Pesticides/Plant Protection

Products) on 7 December 2022 - Agenda item 1: EC initiatives to bring biological
alternatives to the market

Following the Working Party on Plants and Plant Health Questions (Pesticides/Plant Protection Products)
on 7 December 2022, delegations will find in annex the presentation given by the Commission services,
on the above subject.
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Farm to Fork and Sustainable use of pesticides

From Farm to Fork:

Our food, our health, our planet, our future

f - The European Green Deal

Pest control J

Sustainable biological,
physical and other non-
chemical methods

Chemical
methods

Low risk PPP

The use of pesticides in agriculture contributes to pollution of soil, water and air. The Commission
will take actions to:

50% the use and risk of chemical pesticides by 2030.
reduce by 50% the use of more hazardous pesticides by 2030.

Organic farming is an environmentally-friendly practice that needs to be further developed.
The Commlssmn wull boost the development of EU orgamc farming area with the aim to achieve

rmland under organic farming by 203/

Targeted
application and
reduced doses,
anti-resistance

strategy

Pest -
management

Monitoring

SUSTAINABLE USE OF PESTICIDES -

Warning and forecasting,

sound threshold values IPM increasingly central
Prevention
9 Crop rotation, use of adequate cultivation techniques, “ European
resistant seeds, hygiene measures, protection and Commission
enhancement of important beneficial organisms




Regulation 1107/2009

Active substances (EU level)

Standing Commitee for Plants Animals
Food and Feed (PAFF, 27 MS)
Restrictions of use and/or risk mitigations

could be set

Evaluation

Application

Approval/ Non-
approval

Data EFSA adopted by

requirements Uniform principles of
evaluation

Risk Assessment Risk Management
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Revision of EU framework: why focusing
on micro-organisms?

“Low risk” substances?
Organic farming?



No of microbiological PPP authorised in EU?

No of microbiological PPP by micro-organism

AMPELOMYCES QUISQALIS STRAIN AQ10
PAECILOMYCES FUMOSOROSEUS STRAIN FE 9901
BACILLUS THURINGIENSIS SUBSP. AIZAWAI STRAIN ABTS-1857
MILD PEPINO MOSAIC VIRUS STRAIN CH2 ISOLAT 1906
TRICHODERMA HARZIANUM RIFAI STRAIN T-22
TRICHODERMA ATROVIRIDE STRAIN SC1
STREPTOMYCES STRAIN K61 (FORMERLY S. GRISEOVIRIDIS)
BACILLUS THURINGIENSIS SUBSP. KURSTAKI STRAIN SA 11
BACILLUS PUMILUS STRAIN QST 2808
BACILLUS FIRMUS [-1582
PSEUDOMONAS SP STRAIN DSMZ 13134
PSEUDOMONAS CHLORORAPHIS STRAIN MA342

METARHIZIUM BRUNNEUM STRAIN MA 43 (FORMER..

BEAUVERIA BASSIANA (STRAIN ATCC 74040)

BACILLUS SUBTILIS SOUCHE IAB/BS03

CLONOSTACHYS ROSAE STRAIN J1446

CONIOTHYRIUM MINITANS STRAIN CON/M/91-08 (DSM 9660)

BACILLUS AMYLOLIQUEFACIENS (SUBESP. PLANTARUM,..

BACILLUS AMYLOLIQUEFACIENS (STRAIN FZB24)

= (=4 ) A\ D) AN ~ZNINERINY 494()

BEAUVERIA BASSIANA STRAIN GHA

BACILLUS THURINGIENSIS SUBSP. KURSTAKI STRAIN PB 54
BACILLUS THURINGIENSIS AIZAWAI STRAIN GC-91

BACILLUS THURINGIENSIS SUBSP. KURSTAKI STRAIN EG 2348
BACILLUS AMYLOLIQUEFACIENS MBI 600

BACILLUS AMYLOLIQUEFACIENS (FORMER SUBTILIS) QST 713
CYDIA POMONELLA GRANULOSIS VIRUS (CPGV)

PYTHIUM OLIGANDRUM STRAIN M1

5 BACILLUS THURINGIENSIS KURSTAKI (STRAIN ABTS-351)

*n.b. data from 23 MS + NO
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Uses in crops of some of the microbiological PPP?

n.b. preliminary analysis based on microbiological-PPP authorised in BE, DE, FR, I'T, NL



Amendment of Regulations on micro-organisms:

1 Reg. 283/2013 (data requirements AS): «which data are needed to an applicant to
submit a dossier of an AS?»

0 Reg. 284/2013 (data requirements PPP): «which data are needed to an applicant
to submit a dossier of a PPP?»

1 Reg. 546/2011 (Uniform Principles) + Annex Il Reg 1107/2009: «evaluation of AS
and PPP, decision making criteria, low-risk status?»

New Regulations applicable since 21 November 2022!!!



Principles of the revision

Q New scientific approaches:
v Stop mimicking chemical approach
v" Evolution of science and technology
v Experience with current applications
ad “Need-to-know™ approach (i.e. which questions are relevant to answer?)

Q Tiered-based approach (mandatory and conditional requirements)

A Increasing quality of dossiers and assesment



Biological properties (Reg 283/2013)

O Central role in data requirements (e.g. production of “metabolites of
concern”)

Biological properties (\WWoE)

Section 7

Section 6 Environmental occurrence Section 8
Residues (i.e. in (...) including fate &
food/feed) behaviour of metabolites
of concern

Section 5

Effects on human health Ecotoxicological studies
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Main comments from stakeholders consultation
Improvements from «old» Regulations:

v increased clarity
v'clear deviation from chemicals
v'solid grounds on biology and ecology

v'weight of evidence can replace many animal studies
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Main comments from stakeholders consultation
Possible pitfalls:

o interpretation issues: flexibility VS legal certainty
o harmonisation and expertise among risk assessors

o not solving the lack of capacity among competent authorities

v «explanatory notes» and other supporting documents
v Better Training for Safer Food

v' Grants for MS

v Biopesticides WG (...and others)
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Road to 2030!

New Reg on MO EC Communications Explanatory notes 2 0 3 0
Micro-organisms . Consensus
(M%) OECD activities Test methods for MO e gy

o Hom fam b

g 2L oo oo, ool ot

Other biological
control agents

- A TeEupean e e

Relevant expertise

(grants)
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Biological control

Strengthen MS

capacity




Keep in touch

ec.europa.eu/ europeancommission

@EuropeanCommission

europa.eu/
@EU Commission EUTube
@EuropeanCommission EU Spotify

European Commission
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