




b) I would like to comment some specific sections (6.1, 6.2, 6.3) 
Please comment at least in one row. If you have more comments for one section (row), you can indicate more 
subsection/appendix and/or more page numbers in the respective columns. 

 Sub-
section 

page Comment 

6.1 HB 6.1.1.4 79 Ctgb: The shortcut value for honeybee larvae is based 
on 5 days intake. The harmonised guideline OECD 45 
however requires a 4-day exposure to the PPP. Please 
consider whether the 5-day intake level in the shortcut 
value should be adapted.  

6.2 BB   Ctgb: No comments 

6.3 SB   Ctgb: No comments 
 

Chapter 6: Effects assessment - Higher tier studies 

Please select one or both:  

a) I have general comment(s) on higher tier studies 

Higher tier studies - General comment(s)  
4000 character(s) maximum 
 Pending on the nature of your comment, please consider to indicate whether your comment is restricted to e.g. a 

specific bee species. 

Ctgb: No comments 

 

b) I would like to comment some specific sections (6.1, 6.2, 6.3) 
Please comment at least in one row. If you have more comments for one section (row), you can indicate more 
subsection/appendix and/or more page numbers in the respective columns. 

 Sub-
section 

page Comment 

6.1 HB 6.1.2 79 Ctgb: Please elaborate on whether the higher tier data 
on honeybees have to be performed according to the 
GAP. This seems to be the case, but it is only very 
briefly mentioned on pages 69 and 102. However, 
elsewhere it is implied that as long as the residue 
levels as expected from application according to the 
GAP are in line with those measured in the higher tier 
effects studies, there is no need to use multiple 
applications in the effects studies. Is this indeed the 
intention? If so, please clarify which is necessary, 
since this is otherwise expected to be a major 
discussion point for product assessments. 
Nevertheless, we question whether the residue level 
approach is correct, since exposing a colony twice 
may be more harmful than exposing it only once with 
a higher dose, taking into account unknown factors of 
metabolism and recovery. (new comment, linked to a 
previous comment: How are multiple applications 
taken into account? (Comment given on the draft 
EFSA Guidance in October 2012 by NL (Ctgb, RIVM, 
Plantum, NVWA, WUR, LNV)).)  
 

6.2 BB   Ctgb: Please elaborate on whether the higher tier data 
have to be performed according to the GAP (see our 



similar comment for honeybees). 
6.3 SB   Ctgb: Please elaborate on whether the higher tier data 

have to be performed according to the GAP (see our 
similar comment for honeybees). 

 

 

Chapter 7: Trigger values 

You are invited commenting on the methodology of the derivation of trigger values. 

Please select one or both:  

a) I have general comment(s) on the trigger values 

Trigger values - General comment(s)  
4000 character(s) maximum 
 Pending on the nature of your comment, please consider to indicate whether your comment is restricted to e.g. a 

specific bee species. 

Ctgb: No comments 

 

b) I have species specific comment (HB, BB, SB) 
Please comment at least in one row. If you have more comments for a specie (row), you can indicate more 
paragraph/appendix and/or more page numbers in the respective columns. 

 Sub-
section 

page Comment 

HB   Ctgb:  
1) Using the lowest background mortality will lead to a 
conservative and unrealistic assessment. A realistic 
background mortality should be used, not the lowest. 
(Comment given on the draft EFSA Guidance in October 
2012 by NL (Ctgb, RIVM, Plantum, NVWA, WUR, LNV)). 
 
 
2) Appendix M describes the chosen trigger value for the 
first tier. After qualifying the dataset on background 
mortality in Appendix K as limited, the lowest available 
value is chosen. This comment hence also applies to not 
only the appendices but also the main document: 

1. Is the dataset truly limited, or is it just that the spread in 

the results is so wide that the median value is discarded? 

The test that resulted in the chosen level of 5.3% 

background mortality is based on visual inspection of the 

outlier. Why are medians within tests used for qualitative 

comparison, while in the end the lowest value is chosen? 

Why aren’t all results  used for comparison? 

2. This most conservative value is derived using a 

theoretical time span before foraging, and is thus very 

uncertain.  

3. How much effect can be detected in the semi-field study, 

when control mortality rate is e.g. at the median of 13%1? 

 
1 Following the guidance, any additional mortality above the chosen level of background mortality (5.3%) will trigger semi-field 

testing. This background mortality value is close to the 5th percentile of the total (but stated as limited) set of observations. 

Assuming that such a distribution of mortality rates is valid for the bees in semi-field studies, the implication is that the first tier 



And: how much effect (e.g. total mortality, or duration of a 

certain elevated level) is acceptable from a population 

dynamics point of view (observing both the survival of the 

colony (also over the winter) and the production of 

honey)? 

Wouldn’t it be easier if a trigger value was calibrated 
against a background mortality that accounts for the power 
of the (semi-)field test, or, if this is less than a certain 
biologically relevant value, against that biologically relevant 
value? The justification would be that although there is a 
theoretical risk that applications that violate the 
conservative trigger  go unnoticed although they already 
may cause an effect in the field, it is also quite possible that 
this effect would not be measureable by the (semi-)field 
test, anyway. (Comment given on the draft EFSA Guidance 
in March 2013 by 'the Netherlands (NPPO, Ctgb, RIVM, 
Bijen@wur) and slightly rewritten for the current 
commenting round by Ctgb). 

BB   Ctgb: For bumblebees, an extrapolation factor of 10 on the 
endpoints is used in case only honeybee toxicity data are 
available, based on a review of available data in 
2012/2013. This factor is assumed to account for 
interspecies differences in sensitivity. Since the finalisation 
of the EFSA bee guidance document in 2013, many new 
studies have been performed. A recent analysis by industry 
of acute toxicity data showed that bumblebees are 
generally equally to or less sensitive than honeybees, 
which would suggest that the extrapolation factor of 10 from 
honeybee to bumblebee endpoints is not needed.  Of 
course, there is little to no information on chronic and larval 
toxicity of bumblebees. Also, a major issue in the 
bumblebee risk assessment scheme is the fact that it is 
copied from the honeybee, while especially exposure 
factors are likely very different for bumblebees. These two 
issues call for caution in removing safety factors. Lastly, we 
do not have access to the underlying data and have only 
seen this analysis on a conference poster. Nevertheless, 
we suggest that the EFSA try to obtain the data from 
industry and look into the relative sensitivity in laboratory 
studies of bumblebees compared to honeybees, to better 
support any extrapolation factor chosen.  
Reference: Optimizing laboratory testing for bee species: a 
comparative sensitivity analysis for honey bees and 
bumblebees. , Cheminova Deutschland GmbH 
& Co. KG, Germany. Poster at Setac Europe 29th Annual 
Meeting, May 2019. (new comment) 

SB   Ctgb: No comments 

 

Chapter 3: Risk assessment schemes 

Please select one or both:  

a) I have general comment(s) on the risk assessment schemes 

 
will be more conservative than the next tier (as intended). However, as a result in 95% of the triggered semi-field testing, the 

background mortality will be higher – up to 6 times. This raises doubt that the ‘minimal effect’ will be detected in the next tier, 

simply because by chance such effects will be obscured. 

 

5.1.2.e Woo





Please comment at least in one row. If you have more comments for one section (row), you can indicate more 
subsection/appendix and/or more page numbers in the respective columns. 

 Sub-
section 

page Comment 

3.1 intro   Ctgb: No comments 
3.2 spray Table 2, 3 

and 5 
17, 
19, 
21 

Ctgb: Please clarify in this chapter whether the 
application rate AR that is to be used in the calculations 
is the single application rate, and if so, why multiple 
application does not need to be included in the 
screening and first tier calculations. (new comment) 

3.3 solid Table 6, 7 
and 9 

26, 
31, 
23 

Ctgb: Although most solid formulations will be applied 
only once per crop, multiple applications would be 
possible for granular formulations. Therefore, please 
clarify in this chapter whether the application rate AR 
that is to be used in the calculations is the single 
application rate, and if so, why multiple application does 
not need to be included in the screening and first tier 
calculations. (new comment) 

3.4 accum.   Ctgb: No comments 
3.5 water 3.5.1 , 

Figure 1 
45 Ctgb: A step in the risk assessment is to check whether 

‘guttation occurs in <10% of the location/calendar-year 
combinations’. This is a generic issue and not 
substance-specific. Since the finalization of the guidance 
document, much work has been done on guttation (to 
our knowledge at least by the JKI in Germany and by 
industry). This work seems to suggest that guttation is 
not a relevant exposure route in many cases. To avoid 
unnecessary work, it would be very helpful if the 
guidance document would contain a list of crops for 
which guttation should be considered in the risk 
assessment. Is this already possible?  (new comment) 

3.6 met.    
3.7 high. n.r. 

 
 
 
 
 
 
 
 
 
 
 
 

52 The GD leads to many cases where higher tier studies 
are necessary. The guidance for the higher tier is not 
unequivocal, which will lead to problems with 
harmonization due to differences in interpretation 
between MS. NL proposes a workshop with risk 
assessors and risk managers to gain practical 
experience with the GD through selected ‘case 
studies’, and is willing to contribute. (NL comment 
sent to SANCO on 20/09/2013) 

 

Chapter 4: Uncertainty analysis 

Please select one or both:  

a) I have general comment(s) on the uncertainty analysis 

Uncertainty analysis - General comment(s)  
4000 character(s) maximum 
 Pending on the nature of your comment, please consider to indicate whether your comment is restricted to e.g. a 

specific bee species. 



Ctgb: No comments 

 

b) I would like to comment some specific sections (4.1, 4.2) 
Please comment at least in one row. If you have more comments for one section (row), you can indicate more 
subsection/appendix and/or more page numbers in the respective columns. 

 paragraph page Comment 
4.1 high.   Ctgb: No comments 
4.2 WoE   Ctgb: No comments 

 

Chapter 8: Mixture toxicity 

Comments on Mixture toxicity  
4000 character(s) maximum 

 

Ctgb: No comments 

Chapter 9: Risk mitigation options 

 

a) I have general comment(s) on risk mitigation options 

Risk assessment schemes - General comment(s)  
4000 character(s) maximum 
 Pending on the nature of your comment, please consider to indicate whether your comment is restricted to e.g. a 

specific bee species. 

Proposed risk mitigation options are complicated, fragmented (for each of the exposure 

route a different risk mitigation measure is described), and in some cases impractical or 

even impossible to implement for NL farmers2,  and difficult to enforce by the authorities. 

Much is left open to the MS, resulting in the distinct possibility of a lack of harmonization. We 

suggest development of a select number of robust  mitigation measures by which several exposure 

routes are mitigated. (NL comment to SANCO on 20/09/2013) 

 

 

b) I would like to comment some specific sections (9.1, 9.1.1, 9.1.2, 9.1.3, 9.1.4, 9.1.5) 
Please comment at least in one row. If you have more comments for one section (row), you can indicate more 
subsection/appendix and/or more page numbers in the respective columns. 

 Sub-
section 

page Comment 

9.1    
9.1.1 n.r. 90 There is a mistake in the third bullet. The words 

‘succeeding crops’ should be replaced by ‘crops grown 
in nurseries’. If risk mitigation sentences are relevant for 
bee-attractive plants treated in a nursery and later sold 
to an end-user, the plants should be accompanied by 

 
2 Example: ‘Only drill seed when the wind speed is less than 12 km/hour’. These weather conditions hardly occur in the 

Netherlands, so drilling seeds is virtually impossible. 





residue data collected by EFSA and published recently (EFSA 
Supporting publication 2017; EN-1303). (new comment) 
 
 

Appendix G  Ctgb: No comments 

Appendix H As indicated in the GD (p. 139), the scientific basis of the 
proposed spray drift deposition values for the field margin for the 
lower exposure tiers is weak and it is uncertain whether these 
deposition values are conservative enough. Drift deposition 
values in the field margin are set on the first metre off-field. Bees 
that forage closer to the field are not protected. In addition, the 
drift percentages relevant for this first metre off-field are diluted to 
account for the effect of the wind angle. These deposition values 
should be improved as soon as possible. (NL comment sent to 
SANCO on 20/09/2013, slightly rewritten, and comment on wind 
angle added) 
 
 

Appendix I Ctgb: No comments 

Appendix J Appendix J describes how the shortcut values for exposure to 
nectar and pollen are calculated. Several conservative 
assumptions are made in the screening step and first tier, which is 
logical. It is stated that refinements can be made. It is expected 
that e.g. the RUD value and the sugar content of nectar can be 
refined. To make such calculations easier, it would be greatly 
appreciated if EFSA provides a calculation tool in which the input 
values for the shortcut values can be changed. In the current tool 
(which is not available online anymore), this is not the case, 
making it impossible to use the tool for refinements.  
Also, having the input values for the shortcut values visible in a 
calculation tool makes it easier to understand the calculations. 
There are a large number of calculations to be made, with input 
values from many different places in the guidance document, and 
providing a detailed calculation tool would greatly help the 
performance and understanding of this task. (new comment) 

Appendix K Please consider the research done in the Netherlands on 

background mortality. Chronic trigger values for honey bees 

should be updated to reflect the most recent data on background 

mortality, more complex modelling options, and the 

conservativeness of the linear extrapolation. The NL is able to 

contribute with the results of two research projects whose results 

are expected to be published in 2019.  

Reference: Conservatism in first tier trigger values in pollinator 
risk assessment. , Wageningen Environmental 
Research, Netherlands. Poster at Setac Europe 29th Annual 
Meeting, May 2019. (Comment made to COM on 21/11/2018, 
reference added and timing changed (earlier, a publication date 
‘in the first half of 2019’ was foreseen). 

Appendix L Ctgb: No comments 

Appendix M 1) Please consider the research done in the Netherlands on the 

dose-response relationship. Chronic trigger values for honey bees 

should be updated to reflect the most recent data on background 

mortality, more complex modelling options, and the 

conservativeness of the linear extrapolation. The NL is able to 

contribute with the results of two research projects whose results 

are expected to be published in 2019.  

Reference: Conservatism in first tier trigger values in pollinator 

5.1 2.e Woo



risk assessment. Ivo Roessink, Wageningen Environmental 

Research, Netherlands. Poster at Setac Europe 29th Annual 

Meeting, May 2019. (Comment made to COM on 21/11/2018, 

reference added and timing changed (earlier, a publication date 

‘in the first half of 2019’ was foreseen). 
 
 
2) A small matter of confusion may be fixed: On page 167 it is 
stated that Khoury et al. used 15.3% background mortality, while 
on page 98 this is said to be 15.4%. Could you bring these two in 
line with each other? (new comment) 

Appendix N - 1. Introduction Ctgb: No comments 

Appendix N - 2. Spray Ctgb: No comments 

Appendix N – 3. Solids 1) Section 3.2.3 describes a choice to be made by the ScoFCAH.  
Is this text still relevant? (new comment) 
 
2) The dust drift values and the general exposure assessment 
should be in line with the Sanco seed treatment guidance which is 
in development. (new comment) 
 
 

Appendix N – 4. 
Recommendations 

Ctgb: No comments 

Appendix O – Laboratory 
studies 

1) Several new harmonized guidelines have become available 
since the finalization of the guidance document (e.g. OECD 
guidelines on chronic toxicity to adult honeybees and on acute 
toxicity to bumblebees) and therefore this section should be 
updated. (new comment) 
 
2) It is assumed that a formulation is more toxic than expected 
based on the active substance data when there is a factor of five 
difference between the endpoints (page 203, note b). A recent 
EFSA report states that in such a comparison, a factor of three 
should be used (see EFSA (European Food Safety Authority), 
2019. Technical report on the outcome of the Pesticides Peer 
Review Meeting on general recurring issues in ecotoxicology. 
EFSA supporting publication 2019:EN-1673. 117 pp. 
doi:10.2903/sp.efsa.2019.EN-1673). Please update the GD to be 
in line with these more recent developments. (new comment) 
 
 

Appendix O – Higher tier 
studies 

This section should be adjusted to reflect any changes made 
based on revisions to Appendix K and M. Please also see ‘Other 
comments’.(new comment) 
 
 

Appendix P In the description of the field-to-laboratory studies and field tests 
for bumblebees, a protection goal is mentioned: “the effects 
should not be more than 7% on total reproductive output, queen 
versus male production and queen survival and capacity to nest’.  
This protection goal is not included in chapter 2 of the guidance 
document, which only seems to list the protection goal for 
honeybees. Please ensure that the Appendix and the protection 
goal chapter are in line.  (new comment) 

Appendix Q In the description of the field-to-laboratory studies and field tests 
for solitary bees, a protection goal is mentioned: “not more than 
7% difference compared to controls in cell production rate, off-
spring production and sex ratio, progeny survival and vigour (the 
vigour can be assessed measuring the adult longevity after 







(https://english.ctgb.nl/plant-protection/documents/assessment-framework-
ppp/2018/05/01/7.-terrestrial-ecotox-birds-and-mammals-eu-part-em2.3) 

 

 

 

 

 

 

 




