














General comments

Concern Proposal

Disproportionate effort in methodological development for refining 
the exposure assessment, involving plenty of factors that effectively 
reduce exposure, while not integrating refining toxicological 
observations arguing that methodology is unavailable

BASE ON WORST-CASE (NO 
REFINEMENT). In parallel invest 

in effect assessment (e.g., 
sublethal methodology validation)

Disproportionate effort in improving the evaluating exposure 
(literature review, EKE, etc), in comparison with toxicity evaluation 
(sublethal effects)

Perform thorough LITERATURE 
REVIEW. 

Consider WORST-CASE 
INSTEAD OF REFINEMENT

Metabolite mixture and tank mixtures risks missing
Metabolites as in EFSA 2013, 

consider tank mixtures or 
CONSIDER SAFETY FACTORS



Exposure assessment

Concern Proposal

Exposure through honeydew (high priority matrices), water, 
soil, propolis, inhalation, wax, extrafloral nectaries not 
considered in RA1

INCLUDE IN RA: e.g., take WORST-CASE 
from nectar/pollen and apply to HONEYDEW 

AND WATER

Refinement of exposure - risk mitigation measures belong to 
risk management, not risk assessment REMOVE FROM RA

Multi application factor was not considered, regarded as not 
reasonable. 

INCLUDE INTERVAL APPLICATION TIME 
ALSO IN FLOWERING

The Dilution scenario (Landscape Factor) is possible, but the 
Additive scenario is not

Either not include or include a MIXTURE 
FACTOR with potential to MULTI-RESIDUE 
EXPOSURE or residues of same a.i. coming 

from other fields
1 What is the risk for underestimating exposure?



Effects assessment

Concern Proposal

Ratio of 3 is used to investigate if synergistic effects appear in a.s. Vs 
PPP

REDUCE TO 1.5 or follow 
Regulation 284/2013

- Specific sublethal evaluation in HB, BB and SB not accepted due to 
lack of validated tests.

- Species richness for solitary bees is not included

INCLUDE IN TIER 1, INVEST 
IN VALIDATION (reprotoxicity, 

behavioural description, 
morphological)

Chronic toxicity of 10 days is too short for low toxic active ingredients, 
and does not show the cumulative toxicity of no–very toxic substances

Duration of at least 20 DAYS or 
until CONTROL MORTALITY 

REACHES 50%








