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Active substance evaluation process



Dual system in evaluation of pesticides (EU and MS level)

EFSA’s role:

▪ Conducted by EFSA scientific staff and risk 
assessment experts from the Member States

▪ Main workflows:

▪ New a.s.(NAS): Regulation (EC) No 1107/2009

▪ Renewal (AIR): Commission Implementing Regulation (EU) No 
844/2012 and No 2020/1740

EFSA Pesticides Peer Review
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review of active
substances for use in PPPs



Active substance evaluation process
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Risk assessment: Hazard vs Risk

SHARK LIGHTNING
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Risk assessment of microorganisms

Hazard identification

Pathogenicity 
and infectivity

Toxicity
Antimicrobial 

resistance

the microorganism 

hazardous metabolites 

Environmental fate and behavior:

Related to origin and the properties of the mo
→ will the mo and metabolites survive?

Persistence and multiplication of the mo in: 
soil, water and air → will persist at levels 

higher than background?

Qualitative assessment: 
Needed to determine exposure route, based on

peer-review literature data. If concerns identified:

Quantitative assessment: 
required for the relevant environmental
compartments of exposure.

Risk = hazard + exposure

Ecotoxicology:

Toxicity, infectiveness and pathogenicity on:

Birds | Aquatic organisms | Bees and other 
arthropods | Earthworms | Soil microorganisms

The photos below by Unknown Authors are licensed under CC BY

These photos by Unknown Authors are licensed under CC BY-SA and CC BY-SA-NC

https://creativecommons.org/licenses/by/3.0/
https://creativecommons.org/licenses/by-sa/3.0/
https://creativecommons.org/licenses/by-nc-sa/3.0/


Types of microorganisms in Reg 1107/2009
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Bacteria

Fungi

Virus

Used as bactericide, fungicide, insecticide, herbicide, plant defence induction

The photos by Unknown Authors are licensed under CC BY

The term ‘micro-organism’ as defined in Article 3 of Regulation 
(EC) No 1107/2009 applies to, but is not limited to,          
bacteria, fungi, protozoa, viruses and viroids. 

protozoa

Viroids

https://creativecommons.org/licenses/by/3.0/


Mode of Action of microrganisms against pests
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Antibiosis Parasitism

Competition Elicitors

The photos by Unknown Authors are licensed under CC BY and under CC BY-SA-NC

https://creativecommons.org/licenses/by/3.0/
https://creativecommons.org/licenses/by-nc-sa/3.0/


Mode of Action of microrganisms against pests
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Parasitism 

Beauveria bassiana spp.
Fungal spores attach to the insect cuticle,
then germinate and spread within the host

Bacillus thuringiensis spp.
Bacteria produce toxins (e.g. insecticidal Crystal
proteins vs Lepidoptera, Coleoptera and Diptera)

Antibiosis

Elicitors
(Induced defense response of plants)

Mild Pepino mosaic Virus isolates
Mild isolates are able to induce the
biosynthesis of metabolites involved in the
defense response of plants

These photos by Unknown Authors are licensed under CC BY-SA-NC and GNU Free Documentation License

https://creativecommons.org/licenses/by-nc-sa/3.0/
https://en.wikipedia.org/wiki/en:GNU_Free_Documentation_License


Conclusions
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Grazie per l’attenzione
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Stay connected

Subscribe to

efsa.europa.eu/en/news/newsletters

efsa.europa.eu/en/rss

Receive job alerts

careers.efsa.europa.eu – job alerts

Follow us on Twitter

@efsa_eu

@plants_efsa

@methods_efsa

@animals_efsa

Follow us Linked in

Linkedin.com/company/efsa

Contact us

efsa.europa.eu/en/contact/askefsa
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https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.efsa.europa.eu%2Fen%2Fcontact%2Faskefsa&data=02%7C01%7C%7Cdda0d77411614bc0ac3e08d7b14ffa95%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637172829365517385&sdata=gSJxXSxDT0PSAHmVPFTwhUFw%2FAoziza8DQg167yWO1M%3D&reserved=0

