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CropLife Europe Position on EFSA Consultation on 

Draft Scientific Protocols for the Development of the 

Risk Assessment Guidance 

 

In the scope of its work on the development of the Guidance of risk assessment of plant protection products 

(PPPs) for non-target arthropods, in-soil organisms and non-target plants, the European Food Safety 

Authority (EFSA) ran a public consultation on the draft scientific protocols for the Guidance at the end of 

2025 and beginning of 20261. This Guidance will be used to assess the acceptability of PPP risks. The work 

on the Guidance also runs in parallel to EFSA’s work on specific protection goals for non-target arthropods, 

in-soil organisms and non-target plants2.  

CropLife Europe has some concerns about the direction EFSA is taking as the draft protocols increase 

complexity at a time when simplification is needed to ensure the competitiveness of EU agriculture. In fact, in 

its mandate for the Guidance, the European Commission asked EFSA to develop a feasible, flexible and 

proportionate approach3.  

CropLife Europe considers that PPP environmental risk assessments should be protective as well as 

pragmatic to manage to manage these risks under realistic agricultural conditions. This includes establishing 

agriculturally relevant SPGs, a well-designed layered (tiered) risk assessment, and the use of reference 

species with validated test methods. The EFSA draft scientific protocol is not aligned with these elements. 

This would lead to unnecessarily increased complexity, limiting innovation to PPPs, increasing the workload 

for regulatory authorities, and negatively impacting farmers’ access to the solutions they need for 

sustainable, resilient and competitive agricultural production.  

We invite EFSA to consider the following to strengthen the development of the risk assessment Guidance. 

For the technical details of this position see the CLE input in the EFSA consultation4.  

Base the Guidance on agriculturally realistic SPGs 

SPGs are set to determine acceptable levels of environmental (biodiversity) protection. Since PPPs are used 

in productive agriculture, the SPGs should then be realistic under agricultural conditions. As explained in the 

CropLife Europe position on SPGs5, the SPGs should reflect the benefits of the use of PPPs for the 

ecosystem service agricultural production, the agricultural conditions in which PPPs are used, incl. the 

environmental effects of alternatives for PPP use, and alternative measures to reach biodiversity 

conservation policy goals. It should be recognised that productive agricultural systems, irrespective of 

whether or not PPPs are used, have a different dynamic compared to natural habitats due to activities such 

as ploughing and harvesting.  

CropLife Europe invites EFSA to consider to conclude on its work on the SPGs to better understand the level 

of protection needed to ensure the risk assessment Guidance supports this desired level, as opposed to 

working on the risk assessment guidance in parallel to the setting of SPGs. The current proposal seems to 

 
1 EFSA, Protocols for the development of the guidance on the risk assessment of PPP to non-target arthropods, in-soil 

organisms and non-target terrestrial plants.  
2 DOI: 10.2903/j.efsa.2025.9501. 
3 SANTE, Request to EFSA to review the Guidance Document on Terrestrial Ecotoxicology. Ref.Ares(2024)4489424 – 

21/06/2024.  
4 CropLife Europe Commenting Table – EFSA Draft scientific protocols for NTA, In-soil organisms and NTTPs.   
5 CropLife Europe Position on the EFSA Strategy on Specific Protection Goals for Non-Target Terrestrial Organisms. 
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be on the conservative side aiming for a level of protection that is unrealistic and disproportionate under real-

world agricultural conditions.  

Strengthen the layered (tiered) risk assessment  

A layered (tiered) risk assessment is used to ensure effective and efficient assessment of environmental 

risks. Typically, these layers consist of a lower tier (tier 1 lab-studies), intermediate tiers (semi-field studies) 

and a highest tier (field-studies). The highest tier reflects the SPGs and is used as a reference to design and 

calibrate the lower tiers. The tiered approach can be effective since it enables tailored PPP research. Tier 1 

is used for screening, identifying for a given PPP the risk assessment areas in which it has environmental 

impact and that would need more refined risk testing in higher tiers. This avoids unnecessary time-

consuming and costly testing, reducing the efforts of both producers and evaluators.     

The EFSA protocol is focusing mostly on increasing the complexity of tier 1, instead of using the possibilities 

for risk assessment refinement in higher tiers and thus calibrating a pragmatic tier 1. Moreover, as 

mentioned above, the tier 1 protocol design seems to anticipate conservative SPGs that are not realistic 

under agricultural conditions. We invite EFSA to consider a more pragmatic and proportionate approach in 

line with the mandate of the European Commission.  

• Calibrate tier 1 to an agricultural relevant reference tier. EFSA should set a higher reference tier 

reflecting SPGs that are realistic under agricultural conditions. The higher tier should be used to 

design the tiered system and calibrate the lower tiers. The tier 1 proposed in the EFSA protocol 

seems to anticipate conservative SPGs creating a tier 1 that many PPPs will fail. These PPPs must 

then be tested in higher tiers which unnecessarily increases the regulatory burden.   

• Establish a simple tier 1 screening to prevent over-testing. The EFSA proposals to extend the 

tier 1 risk assessment make the tier 1 too complex. It leads to an unnecessary increase in risk 

research. For instance, insecticides or fungicides that have no distinct effects on plants do not need 

extensive plant tests, and herbicides that have no distinct effects on insects or soil organisms do not 

need extensive insect or soil tests. CropLife Europe considers that the tier 1 should stay simple and 

screening-oriented, with a focus on need-to-know information, allowing for the necessary 

refinements in higher tiers. This increases the effectiveness of the PPP testing framework. 

Use a focused set of reference species with validated test methods  

The use of reference species is important since it is impossible to test PPP effects on all the species or 

ecosystems that exist. To establish the acceptability of PPP risk data a focused number of well-chosen 

reference species in combination with the use of safety factors or mechanistic extrapolation approaches 

provides the certainty needed to conclude on the acceptability of risks. The test methods used to test the 

risks for these species must be validated to ensure the results have the quality needed for the risk 

assessment.  

EFSA proposes several new test obligations for which no validated test methods exist. This is especially 

problematic in the light of the conservative tier 1 EFSA proposes and will increase the demand for higher tier 

testing, which will make it impossible to fulfill these obligations without validated methods. In the absence of 

validated methods, data that are of the quality needed for use in the risk assessment cannot be generated. 

This will limit the possibility of bringing new PPPs to market and could make the outcomes of risk 

assessments legally vulnerable. EFSA should therefore provide validated methods before introducing new 

obligations.    

 

 

 

 


