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Farm to Fork and Sustainable use of pesticides
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SUSTAINABLE USE OF PESTICIDES –
IPM increasingly central



Amendment of Regulations on micro-organisms:
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 Reg. 283/2013 (data requirements AS)

 Reg. 284/2013 (data requirements PPP)

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



Amendment of Regulations on micro-organisms:
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Annex II Reg 1107/2009

 Reg. 546/2011 (Uniform Principles) 

New Regulations applicable to dossiers submitted from 21 
November 2022!



Revision of EU framework: why focusing
on micro-organisms?
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“Low risk” substances?
Organic farming?



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

Biological properties*

Biological properties (WoE)

Section 5
Effects on human health

Section 8
Ecotoxicological studies

Section 7 
Environmental occurrence 

(…) including fate & 
behaviour of metabolites 

of concern

Section 6 
Residues (i.e. in 

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



Tiered based approach
Example on metabolites of concern*
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Point 2.8 (biological properties)
List of Metabolites of concern + 

summary of information Point 5.5.2
Hazard characterisation to 

humans

Point 8.8.2
Hazard characterisation to 

NTO

Point 6.2
Quantitative exposure to 

humans

Point 7.2.3
Quantitative exposure to 

humans/ NTO

Point 5.5.1
Hazard identification

to humans

Point 8.8.1
Hazard identification

to NTO

Point 6.1
Qualitative exposure to 

humans

Points 7.2.1 and 7.2.2
Qualitative exposure to 

humans/ NTO

Identification
of MoC

Called «metabolites» only (or of «potential concern» because
we do not know yet if they are of concern or not) 

Called «metabolites of concern» (we know they are 
of concern, and a risk assessment is needed) 

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



Tiered-based and weight of evidence approach
Example on human pathogenicity*

• Biological properties
• Medical data
• Others

1- Weight of evidence approach (WoE)

• Acute oral, and/or
• Acute intratracheal/ intranasal, and/or
• Intravenous/Intraperitoneal or subcutaneous test

2- Pathogenicity and infectivity studies (new data generation)

• If WoE and pathogenicity and infectivity studies require further 
investigation

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

STOP
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STOP

*Section 5 of Reg (EU) 283/2013 as amended by Reg (EU) 2022/1439



Progresses from ABIM 2021

9

Q4 
2021

Q1 
2022

Q2 
2022

Q3 
2022

Q4 
2022

Stakeholders 
consultation

SCoPAFF* vote

ABIM 
2021

ABIM 
2022

* SCoPAFF: Standing Committee on Plants, Animals, Food and Feed

Translations Scrutiny
(EP + Council)

Formal adoption and 
publication on OJ

Entry into
applicability

Transitional measures

Iuclid update
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increased clarity

clear deviation from chemicals

solid grounds on biology and ecology

weight of evidence can replace many animal studies

Main comments from stakeholders consultation
Improvements from «old» Regulations:
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o interpretation issues: weight of evidence, flexibility VS legal certainty

o harmonisation and expertise among risk assessors

o not solving the lack of capacity among competent authorities

o discrepancy with similar regulatory framework (plant biostimulants) 
remains

Main comments from stakeholders consultation
Possible pitfalls:

 «explanatory notes» and other supporting documents
 Better Training for Safer Food 
 Biopesticide WG (…and others)
 Some «pitfalls» out of scope!
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Road to 2030!

Micro-organisms
(MO)

New Reg on MO EC Communications Explanatory notes

OECD activities Test methods for MO Consensus 
documents on MO

Other initiatives

Biological control

Semiochemicals
etc.

Waiving (point 1.5 
introduction data 

requirements)

Other biological
control agents

Strengthen MS 
capacity

BTSF

Relevant expertise 
(grants)

2030



Keep in touch

EU Spotify

ec.europa.eu/

europa.eu/

@EU_Commission

@EuropeanCommission

European Commission

europeancommission

@EuropeanCommission

EUTube

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


Thank you

© European Union 2020

Unless otherwise noted the reuse of this presentation is authorised under the CC BY 4.0 license. For any use or reproduction of elements that are 
not owned by the EU, permission may need to be sought directly from the respective right holders.

Slide xx: element concerned, source: e.g. Fotolia.com; Slide xx: element concerned, source: e.g. iStock.com

https://creativecommons.org/licenses/by/4.0/


Metabolites of concern
Guidance document on metabolites produced by micro-organisms*
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(potential?) Hazard
identification

Qualitative 
exposure

assessment

Metabolite
of potential

concern

Metabolite
of potential

concern

Identification of 
metabolite of concern

Further hazard
characterisation

Quantitative 
exposure

assessment

* https://ec.europa.eu/food/system/files/2020-11/pesticides_ppp_app-proc_guide_180653_microorganism-metabolites-concern_202011.pdf



Metabolites of concern
guidance on metabolites VS legal text

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

• Legal text: sequence based on dossier/DR structure

Identification
of 

metabolites
of concern

Risk assessment

Biological
properties

Human 
toxicology Residues F&B Ecotoxicology

Further hazard
characterisation

Quantitative 
exposure

assessment

(potential?) Hazard
identification

Qualitative 
exposure

assessment

Hazard
charact.Hazard id. Quantitative 

exposure
Qualitative 
exposure

Hazard
charact.Hazard id.Quantitative 

exposure
Qualitative 
exposure
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