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DUAL SYSTEM: ACTIVE SUBSTANCE AND PLANT PROTECTION PRODUCT (PPP)

EFSA role: to serve as an impartial source of scientific advice to risk managers
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based on scientific risk assessment

 Active substances: components of PPP that actually
prevent, destroys or control harmful organisms (the
so-called pests, such as insects, fungi and weeds)

or plant diseases.
New active substances

Approved at

Renewal of approval

 Plant protection products: mixtures containing one
or several active substance(s) and other ingredients

(so-called co-formulants).

Authorised at
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ACTIVE SUBSTANCE EVALUATION PROCESS
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RISK ASSESSMENT: HAZARD VS RISK
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REGULATORY FRAMEWORK

Requlation (EC) 1107/2009: i) to ensure a high level of protection for both human and animal health
‘any microbiological entity, including and the environment
lower fungi and viruses, cellular or  ji) to safeguard the competitiveness of Community agriculture.

non-cellular, capable of replication
i ol transferring genetic material’. v" Applicable to all types of pesticides, including microbials

v" 1 Microorganisms which are infective or pathogenic to humans or other
vertebrate animals will not be eligible for approval

v Currently > 70 microbials are approved in the EU after a scientific RA
confirmed that their use in PPP is safe

Commission Regulation (EU) 283/2013: v To define the information needed for risk assessment and

Data Requirements for active substances regulatory decision-making for pesticides in the EU - What data
Commission Regulation (EU) 284/2013: are needed

Data Requirements for the PPP

Commission Regulation (EU) 546/2011: v To ensure harmonised risk assessment and decision-making by
Uniform Principles for the evaluation and MSs, including protection of human/animal health and the
2o o PP environment = how the data are evaluated for authorisation




ACTIVE SUBSTANCES FOR BIOCONTROL*

Currently, no official definition of biocontrol substance is endorsed
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http://www.plosgenetics.org/article/browseIssue.action?issue=info%3Adoi%2F10.1371%2Fissue.pgen.v07.i01
http://www.plosgenetics.org/article/browseIssue.action?issue=info%3Adoi%2F10.1371%2Fissue.pgen.v07.i01
https://creativecommons.org/licenses/by-sa/3.0/deed.en
https://creativecommons.org/licenses/by-sa/3.0/deed.en
https://creativecommons.org/licenses/by-sa/3.0/deed.en
https://creativecommons.org/licenses/by-sa/3.0/deed.en

NEW SUBSTANCES IN THE PIPELINE - IN PEER REVIEW

L o ) L
Active substance

> 10 new strains of
microorganisms

Product

ASFBIOFO1-
02

ABC V67

Biolyse

various

Eunction

Fungicide

Insecticide

Bactericide

various

technology.

Peptide

baculoviruses

bacteriophages

microorganisms

Formulation

type

SG Water
Soluble
Granules

SC Suspension
concentrate)

SC Suspension
concentrate

various

RVIS

NL

LV

NL

various

EFSA-Q-2021-00491

EFSA-Q-2023-00566

EFSA-Q-2021-00670

various

various


https://open.efsa.europa.eu/study-inventory/EFSA-Q-2021-00491/1/637684334806208769
https://open.efsa.europa.eu/study-inventory/EFSA-Q-2021-00491/1/639129615800337624
https://pub-efsa.echa.europa.eu/iuclid6-web/dossier/1be088ac-fec2-4c01-842a-2a77a9d83502/(main-content:content/iuclid6:%2F1be088ac-fec2-4c01-842a-2a77a9d83502%2Fheader/)?node=1be088ac-fec2-4c01-842a-2a77a9d83502
https://open.efsa.europa.eu/study-inventory/EFSA-Q-2023-00566/1/639099472550827949
https://open.efsa.europa.eu/study-inventory/EFSA-Q-2021-00670/1/637810486141570914
https://open.efsa.europa.eu/study-inventory/EFSA-Q-2021-00670/1/638937799433039676

NEW SUBSTANCES IN THE PIPELINE - UPCOMING
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ACtlIve substance

Ledprona

Unecyna (ES43)

GS-omega/kappa-HxTx-
Hv1a (spider venom
derived)

Bacteriophages against
Erwinia amylovora (BAEA)

Bacteriophages against
Clavibacter michiganensis
subsp. michiganensis
(BACMM)

Bacteriophage against
Walnut Xanthomonas
arboricola pv. juglandis

PLEURAN Complex Cell
Wall Extract
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PF-ES43-F-
022

VST-006340
(Spear Lep)

PEA-02®
(PM014)

PCM-03 ®
(PM013)

BW-XAJ

COV 17-01

Insecticide

Fungicide

Insecticide

Bactericide

Bactericide

Bactericide

Plant defence
inducer
(against fungi)

dsRNA

Peptide

bacteriophages

bacteriophages

bacteriophages

Mushroom
extract

Formulation

type

SL Soluble
concentrate

SL Soluble
concentrate

SL Soluble
concentrate

SC Suspension
concentrate (=
flowable
concentrate)

SC Suspension
concentrate

SC Suspension
concentrate

SL Soluble
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RIVIS

BE

DE

NL

BE

BE

FR

FR

EFSA-Q-2023-00794

EFSA-Q-2026-00076

EFSA-Q-2023-00506

EFSA-Q-2023-00786

EFSA-Q-2024-00675

EFSA-Q-2025-00168

EFSA-Q-2023-00390

Public IUCLID Dossier



https://pub-efsa.echa.europa.eu/iuclid6-web/dossier/ff370794-e0e2-455a-9f78-47a00487ca38/(main-content:content/iuclid6:%2Fff370794-e0e2-455a-9f78-47a00487ca38%2Fheader/)?node=ff370794-e0e2-455a-9f78-47a00487ca38
https://pub-efsa.echa.europa.eu/iuclid6-web/dossier/50cab256-de85-4461-a039-de0efac9a2f0/(main-content:content/iuclid6:%2F50cab256-de85-4461-a039-de0efac9a2f0%2Fheader/)?node=50cab256-de85-4461-a039-de0efac9a2f0
https://pub-efsa.echa.europa.eu/iuclid6-web/dossier/00d441ea-abf9-432a-bf4e-b8d9b7d0f26c/(main-content:content/iuclid6:%2F00d441ea-abf9-432a-bf4e-b8d9b7d0f26c%2Fheader/)?node=00d441ea-abf9-432a-bf4e-b8d9b7d0f26c
https://pub-efsa.echa.europa.eu/iuclid6-web/dossier/b3757975-905e-4fdd-bfe6-134c9bd0cb15/(main-content:content/iuclid6:%2Fb3757975-905e-4fdd-bfe6-134c9bd0cb15%2Fheader/)?node=b3757975-905e-4fdd-bfe6-134c9bd0cb15
https://pub-efsa.echa.europa.eu/iuclid6-web/dossier/5a8e4141-2ea9-499f-acf3-290ca8b473bb/(main-content:content/iuclid6:%2F5a8e4141-2ea9-499f-acf3-290ca8b473bb%2Fheader/)?node=5a8e4141-2ea9-499f-acf3-290ca8b473bb
https://pub-efsa.echa.europa.eu/iuclid6-web/dossier/fcb140d7-53e8-485b-999a-099f5804d50e/(main-content:content/iuclid6:%2Ffcb140d7-53e8-485b-999a-099f5804d50e%2Fheader/)?node=fcb140d7-53e8-485b-999a-099f5804d50e
https://pub-efsa.echa.europa.eu/iuclid6-web/dossier/5099a91c-5228-463b-9288-6939388a044a/(main-content:content/iuclid6:%2F5099a91c-5228-463b-9288-6939388a044a%2Fheader/)?node=5099a91c-5228-463b-9288-6939388a044a

GETTING READY

EFSA Working Group on microbial pesticides
v Established in January 2024

v To give advice to peer review experts (EFSA and MSs) supporting the discussions and
agreements/conclusions in the course of peer review of microbial a.s.

v To cover expertise in different fields of the peer review, e.g. WGS, identity, taxonomy,
secondary metabolites

EFSA Documents

Guidance on the characterisation of microorganisms in support of the risk assessment of
products used in the food chain (covering e.g. WGS, AMR):

External scientific report on fit for purpose risk assessment for low concern active substances
and uses:

Participation to OECD activities

v'OECD Expert Group Biopesticides (EGBP)
v'OECD project for a GD on Problem Formulation for microbial pesticides
v'Other ongoing OECD activities/development of Guidance documents

Involvement in Pre-Submission activities

v"Meetings with RMS and applicant(s) before submission of a dossier


https://doi.org/10.2903/j.efsa.2025.9705
https://efsa.onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2026.EN-9791

GETTING READY

Workshops on innovative biopesticides (bioNAS)

The EFSA Pesticides Peer Review Unit is organizing a series of workshops focused on innovative
biopesticides (BioNAS).

representatives regarding innovative biopesticide technologies (not related to specific active substances

., Objective: to establish a forum where EFSA and Member State experts can engage with industry
@ for which a dossier has been submitted in the EU).

Approach: promoting interaction between participants through discussions and Q&A sessions to address

[ J
;"“% any questions or uncertainties, which may be beneficial for the assessment of future dossiers or
substances based on these technologies.
June 13, 2025 - online | Topic : | Presenter: The US company GreenLight Biosciences
April 17,2026 - online | Topic: | Presenters: Biopesticides Ltd, APS

Biocontrol Ltd, and De Ceuster Meststoffen NV (DCM)
June 11, 2026 - online | Topic: as PPP | Presenters from IBMA
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https://www.efsa.europa.eu/en/events/ad-hoc-meeting-1st-workshop-innovative-biopesticides-bionas-rna-based-technology-use-plant
https://www.efsa.europa.eu/en/events/ad-hoc-meeting-1st-workshop-innovative-biopesticides-bionas-rna-based-technology-use-plant
https://www.efsa.europa.eu/en/events/ad-hoc-meeting-1st-workshop-innovative-biopesticides-bionas-rna-based-technology-use-plant
https://www.efsa.europa.eu/en/events/ad-hoc-meeting-1st-workshop-innovative-biopesticides-bionas-rna-based-technology-use-plant
https://www.efsa.europa.eu/en/events/ad-hoc-meeting-2nd-workshop-innovative-biopesticides-bionas-bacteriophage-based-technology
https://www.efsa.europa.eu/en/events/ad-hoc-meeting-2nd-workshop-innovative-biopesticides-bionas-bacteriophage-based-technology
https://www.efsa.europa.eu/en/events/ad-hoc-meeting-2nd-workshop-innovative-biopesticides-bionas-bacteriophage-based-technology
https://www.efsa.europa.eu/en/events/ad-hoc-meeting-2nd-workshop-innovative-biopesticides-bionas-bacteriophage-based-technology
https://www.efsa.europa.eu/en/events/ad-hoc-meeting-3rd-workshop-innovative-biopesticides-bionas-semiochemical-active-substances
https://www.efsa.europa.eu/en/events/ad-hoc-meeting-3rd-workshop-innovative-biopesticides-bionas-semiochemical-active-substances
https://www.efsa.europa.eu/en/events/ad-hoc-meeting-3rd-workshop-innovative-biopesticides-bionas-semiochemical-active-substances
https://www.efsa.europa.eu/en/events/ad-hoc-meeting-3rd-workshop-innovative-biopesticides-bionas-semiochemical-active-substances

CONCLUSIONS

A major opportunity for more sustainable plant protection - but safety must be
0 Biocontrol demonstrated case by case, based on adequate data and robust scientific
assessment.

decisions are made by the European Commission and Member States.

' EFSA’s role EFSA provides the independent scientific assessment; regulatory

Require scientific rigour and early preparation: workshops, working groups,
guidance, OECD activities and pre-submission.
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STAY CONNECTED
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efsa.europa.eu/en/rss
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