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Overview table on the open call

Introduction
In accordance with the terms of reference, an open call has been launched from June 2018 until December 2018 in order to gather relevant available data for the update of the Guidance (EFSA, 2014). With this open call, a list of areas was identified for which additional data could lead to more accurate exposure scenarios and calculators or could be used as a starting point for refinement of risk assessments.   They included amateur or non-professional uses, seed treatments, use of dustable powder formulations, handheld applications, single plant treatment, bare soil application, technical equipment, foliar half-life values, drift values for bystanders and residents, crop grouping, re-entry scenarios for workers, multiple applications.
The results of this open call are presented in the tables below and include an overview of the data received and if they were used for the Guidance (Table 1), and two lists of comments with the respective answers provided by the WoG (Tables 2 and 3).  
Overview of data submitted during the Open Call
	
	 Topic
	Data description
	Use for the guidance
	Reference

	
	
	
	Yes
	No
	

	1
	 Closed Transfer Systems (CTS)
	Test method for CTS of different manufacturers
	
	X(a)
	Trial Report – Closed Transfer Systems (CTS)
Kemmerling Matthias, Wegener Jens Karl, Rautmann Dirk, Pohl Jan-Philip, Immenroth Eckhard, von Hörsten Dieter
(Julius Kühn Institut)
Completed in 2018.

	2
	Hand exposure with CTS easyFlow
	Generic data about hand exposure when loading with easyFlow
	 
	 X(a)
	Measurement of hand exposure when loading a product using the closed transfer system easyFlow
Report of study: SA 15019, completed in 2015
Study Director: Vinck Kim
Sponsor: Bayer CropScience AG

	(a) Several equipment designs have been or are available that are described by suppliers as being CTS. For regulators and users to be able to confidently identify and take account of the potential benefits of CTS equipment in reducing exposures, a standard describing the characteristics and performance requirements of such equipment is a prerequisite. The ISO has recently prepared a draft standard for CTS that possibly fulfils this need, (ISO/DIS 21191(en) Equipment for crop protection — Closed transfer systems (CTS) — Performance specification https://www.iso.org/obp/ui/#iso:std:iso:21191:dis:ed-1:v1:en). It will be necessary to demonstrate that equipment complies with the ISO standard (when finalized) and to demonstrate the actual exposure reduction benefits in field exposure studies following the OECD Guidance Document for the Conduct of Studies of Occupational Exposure to Pesticides During Agricultural Application (OECD/GD(97)148) before this technical development can be taken into account by the Guidance.  


	3
	TC sugar beets
	Manual removal of bolting sugar beets
	 X(b)
	 
	1) Determination of the dislodgeable foliar residues (DFR) of prothioconazole in/on sugar beet after spray application of JAU 6476 EC 250 in Switzerland.
Report of study : 17-2916, completed in 2018
Authors : Anft, T. ; Stuke, S ; Daniels, M. ; van Berkum, S. 
Sponsor : Bayer AG, Crop Science Division
2) Determination of Worker Exposure to Prothioconazole (PTZ) and Prothioconazole-desthio (PTZ-desthio) during Re-entry into Sugar Beets treated with Proline® (Prothioconazole EC 250 g/L) in Switzerland
Report of study : P666171704, completed in 2018
Authors : Anft, T. ; Küster, C. ; Timmermann, C. 
Sponsor : Bayer AG, Crop Science Division

	(b) See Appendix G


	4
	Spray processionary moth on oaks
	Dermal and inhalation exposure of operators and bystanders
	 
	 X(c)
	Comparative study on exposure of workers and bystanders during pest control of the Oak Processionary Moth by spray application
Authors:  Schäferhenrich A.; Baumgärtel A.; Roitzsch M.; Burgmann F.; Ludwig-Fischer K.; Großkopf C.; Göen Th.; Hebisch R.; Schlüter U.
Federal Institute for Occupational Safety and Health (BAuA), Project F 2343, completed in 2017.

	(c) This use on amenity trees can be both a biocide and PPP scenario depending on whether the application is for reasons of public health or plant protection. The study is well conducted, contains vehicle and handheld applications, and combines mixing/loading and application data. The numbers of measurements/subjects underpinning some of the values is too low to support a new scenario for the EFSA calculator using these data. 
The study should be considered in a next update of the Guidance for bystanders/residents, together with other data on bystanders/residents. 


	5
	Transfer from hard surfaces in greenhouse
	Dermal transfer to workers in GH via contact with sprayed hard surfaces
	 
	 X(d)
	Determination of pesticide dermal transfer to operators and agricultural workers through contact with sprayed hard surfaces.
Authors: Angelos N Tsakirakis, Konstantinos M. Kasiotis, Pelagia Anastasiadou, Agathi N. Charistou, Rianda Gerritsen-Ebben, C Richard Glass,  Kyriaki Machera
Pest Management Science 2018; 74:2858-2863

	(d) The objective of this study was to investigate the dermal transfer of pesticides to greenhouse operators and workers during agricultural activities through contact with application equipment and other potentially contaminated hard surfaces. Pressure contact (10 seconds) with a gloved hand (either dry or moistened to simulate sweat on the hands) was achieved by loading a weight onto sampling matrices (dosimeters) in contact with plastic, metal and wooden surfaces where amounts of an SC (Suspension Concentrate) pesticide formulation had been applied.
Based on the study results the amount of pesticide deposit transferred to the gloves increased with the duration of contact for all surfaces tested, as expected. However, the increase in transferred deposit was not proportional to the total contact time or area in most cases,
indicating that the increasing contact time and area did not contribute to the total transfer to the same extent as a single contact. The metal surface showed a greater transfer of pesticide deposit to the dosimeters compared to the plastic and wood surfaces. In general, there was increased transfer of deposit with wet dosimeters compared to dry ones. 
It was stressed that the presented trials took place in warm conditions with rapid drying of the deposits. The pesticide deposits may be bound more strongly to these matrices than in cooler more humid conditions.
In conclusion, the data have shown that parameters such as the kind of surface (metal, wooden or plastic), the duration of contact and/or the number of contacts with the same surface and the room temperature may have an impact on the transferable/dislodgeable residues. These data could not be considered for the update of the EFSA OPEX GD at this stage taking into account the approach followed, i.e. that exposure of workers is to be estimated for activities that involve contact with treated crops. 


	6
	DFR study
	Tying/pruning pepper and tomato in GH (DFR/TC)
	
	 X(e)
	Assessment of field re-entry exposure to pesticides: A dislodgeable foliar residue study 
Authors: Konstantinos M. Kasiotis, Angelos N. Tsakirakis, C. Richard Glass, Agathi N. Charistou, Pelagia Anastasiadou, Rianda Gerritsen-Ebben, Kyriaki Machera
Science of the Total Environment 596-597 (2017) 178-186

	(e) The objective of the study was to investigate the dislodgeable and total foliar residues following pesticide (bupirimate & tebufenozide) application to greenhouse pepper and tomato. Furthermore, worker re-entry exposure was measured during the tasks of tying or pruning; the transfer coefﬁcient values for the speciﬁc tasks were also determined.
The results showed that TC values were in the range reported in the available literature, with the exception of bupirimate in a greenhouse tomato due to high potential dermal exposure measured and low DFR values derived for this case. 
In case of tebufenozide, transferable foliar residues were found to be less than the respective DFR for both pepper and tomato crops. This might be due to the pesticide being bound or degraded during the maceration process of the extraction method.
In conclusion, the TC values calculated were in the range reported in the available literature (Van Hemmen et al., 1995; Whitmyre et al., 2005; EFSA Guidance 2014), with the exception of one case due to high potential dermal exposure measured. Thus, no revision of the currently used TC values for re-entry tasks in either outdoor or indoor fruiting vegetables could be based on this study. Furthermore, although the measured DFR values have been found in all cases to be lower than the current default value of 3 μg/cm2 per kg a.i./ha applied, these data alone could not substantiate a revision of the currently used default DFR value. As the raw data are included in the BROWSE report, these could be taken into account for further analysis together with other data in a next update of the Guidance.
These results support the proposal to use the same approach for worker re-entry in protected crops as in outdoor crops. 


	7
	Drift
	Spray drift reduction in SZ (Ecopest Project in Greece)
	
	X(f)
	Spray drift reduction under Southern European conditions: A pilot study in the Ecopest Project in Greece
Authors: Konstantinos M. Kasiotis, C. Richard Glass, Angelos N. Tsakirakis, Kyriaki Machera
Science of the Total Environment 479-480 (2014) 132-137

	(f) The objective of the study was to quantify the reduction in spray drift when using two different types of anti-drift nozzles compared to traditional pesticide application techniques (conventional ﬂat fan brass nozzles). The application was carried out with a tractor mounted boom sprayer, which was of local manufacture. Meteorological conditions such as temperature, humidity, wind speed and direction were monitored. A tracer dye was used as a surrogate pesticide and spray drift was evaluated after monitoring the deposition on passive samplers and dosimeters was investigated, i.e. chromatography paper, Petri dishes, plastic cylinder airlines and Tyvek coveralls.  
Differences in meteorological conditions (i.e. wind speed) affected spray drift in trials where anti-drift nozzles were used. Tractor forward speed was found also to have an impact on the drift deposition of tracer.
Overall, the study results conﬁrmed that the tested anti-drift nozzles decrease substantially spray drift and can be recommended for use under the speciﬁc climatic and application conditions.

In conclusion, even though spray drift reduction was already accepted for ground surface deposition (EFSA, 2014), further information would be helpful in establishment of levels of reduction in airborne drift for various drift reduction technologies. Similarly, some further work would still be required to relate airborne residues to potential dermal exposure.
It is recommended to review these data along with those supporting BREAM2 (including wind tunnel data) in a next update of the Guidance. 


	8
	BREAM improvement
	Investigations of collection efficiency of human body (dermal exposure to airborne spray)
	
	X(g)
	Improvements in Modelling Bystander and Resident Exposure to Pesticide Spray Drift: Investigations into New Approaches for Characterizing  the ‘Collection Efficiency’ of the Human Body
Authors: M. Clare Butler Ellis, Marc C. Kennedy, Christian J. Kuster, Rafael Alanis, Clive R. Tuck
Annals of Work Exposures and Health, 2018, Vol.62, No.5, 622-632

	9
	BREAM 2 Guidance
	Guidance for BREAM 2 calculator
	
	X(g)
	Can be found at the following website:  https://www.ssau.co.uk/bream2-calculator

	(g) BREAM2 relies on some wind tunnel data exploring the relationship between airborne drift and impaction on a model bystander, which was not available to the original BREAM project. Additional results were also included in a revised statistical analysis of the distribution of the original supporting data. To allow an independent assessment of these revisions of BREAM, the actual supporting data (including original study reports) need to be submitted. This can be considered in a next update of the Guidance.


	10
	SETAC 
	MAgPIE drift mitigation toolbox
	
	X(h)
	Can be found at the following website:
https://www.spraydriftmitigation.info/

	(h) The toolbox identifies a number of drift reduction measures and technologies that may be considered to reduce drift ground or surface water deposition. Some of these measures are based on well-established and documented drift reduction technologies, such as low drift nozzles, but others are either niche equipment or more novel, and in both cases supporting data are required to validate levels of drift reduction. It is however noted that for many measures MAgPIE concluded more development/research was required to support the various approaches. Importantly, for all the techniques covered it would be necessary to evaluate effect on reduction of airborne levels and the relationship with dermal impact, as mentioned above. The existing information is probably not sufficient to do this.  


	11
	Peach harvesting
	Re-entry worker for peach harvesting (TC)
	X(i)
	
	Post-application worker exposure study and determination of Transfer Coefficient during harvesting of peaches treated by Rovral Aqua Flo®
Author: Michel Urtizberea
Study No SA 98151, completed in 2002.
Sponsor: Aventis Cropscience

	(i) See Appendix H


	12
	Low drift nozzle
	Airborne drift reduction (wind tunnel) for B
	
	X(j)
	Low-drift nozzle efficacy in airborne drift reduction (wind tunnel) to inform bystander exposure
Authors: Christine O’Sullivan, Andrew Lane, Clive Tuck, Clare Buttler Ellis
Report: study notified but final report not submitted in Q1 2019

	(j) The study was notified during the Open Call but the final report has not been submitted in 2019 as foreseen. These results are likely to be relevant for another update of BREAM. 


	13
	OBO report
	B/R in NL
	
	X(k)
	Research on exposure of residents to pesticides in the Netherlands – OBO flower bulbs
Principal investigator: Prof. dr.ir. R.C.H. Vermeulen, 2019

	(k) Following the Open Call, an assessment of OBO in English language has been provided to the WG for further consideration of the OBO project results (originally reported in Dutch). 
The OBO study (Research on exposure of residents to pesticides in the Netherlands OBO flower bulbs) was a comprehensive and complex scientific project investigating pesticide aspects associated with exposures of people living near NL bulb fields which included: spray drift; volatilisation, soil concentrations; residues on home garden fruit and vegetables; exposure via work clothes; house dust; and personal exposures. It produced a draft dynamic model framework for predicting hourly residential exposures, which is considerably more complex than current approaches. Some areas require further work and consideration before they could be proposed for use as a general predictive regulatory model, for example the prediction of pesticide concentrations in indoor dust and resulting personal exposures. Nevertheless, from the summary information presented it is likely that the project has generated data that would be useful, should the raw data be submitted, to consider in the anticipated next update of the Guidance. If the raw data are not provided, it is possible that future revision of the Guidance may be limited to identifying potentially relevant aspects that could be developed if supporting data were available.
In the meantime, it is noted that the CGTB reported that their assessment of the OBO data indicates the EFSA approach is robust.


	14
	Spray drift B/R
	Data on airborne drift for field crops
	
	X(l)
	Spray drift exposure of bystanders and residents when spraying field crops
Authors: J.C. van de Zande, J.M.G.P. Michielsen, H. Stallinga
Wageningen Research, Report WPR-722, 2017

	(l) The submitted report summarises vehicle mounted ground boom application drift data from earlier studies. Consequently, the detailed information necessary for review and validation of the data has not yet been provided. From the summary information, the detailed data might usefully provide increased support for a wider range of nozzles (with varying drift reduction performances) providing both horizontal fallout and especially useful airborne levels which may be relevant for a future revision of the Guidance.


	15
	Spray drift B/R
	Data on airborne drift for orchards
	
	X(m)
	Driftblootstelling van omstanders en omwonenden door boomgaard bespuitingen
Authors: J.C. van de Zande, M. Wenneker
Plant Research International, Wageningen UR, Rapport 609, March 2015


	(m) The submitted report provides an overview of the deposition and airborne drift data generated in the NL. Again, detailed information necessary for a transparent review and validation has not yet been provided. These data would appear to be potentially relevant for a future update of the Guidance. It is noted that the current Guidance relies on rather limited and dated data for the high crop scenario so more modern data could increase confidence in this aspect for what is an important risk scenario.


	16
	Seed treatment
	28 studies + 3 ongoing 
	
	X(n)
	Studies have been notified during the Open Call

	(n) The assessment by the SeedTropex task force (of data + model + survey + literature) is still ongoing. This will have to be considered for a next update of the Guidance when all data will be made available.


	17
	Greenhouse (Spain, 2012)
	Dermal + inhalation expo during trolley application
	X(o)
	
	Determination of dermal and inhalation exposure of applicators during application with Runner® an SC formulation of methoxyfenozide, 240 g/L resulting from trolley application to high crops in greenhouses – Spain 2012
Author: Bartolomé J., 2013
Project Identity: CUP0001, completed in 2012
Sponsor: Huntingdon Life Sciences

	(o) See Annex A


	18
	Drift B/R
	16 trials in orchards and vineyards
	
	X(p)
	BROV project: raw data notified but not submitted.

	(p) The assessment of these trials has been performed by UK HSE and was not finalised in due time for consideration by the WoG. Importantly, the supporting data (including original study reports) were also not submitted in time for an independent evaluation. The overall results will have to be considered for a next update of the Guidance.


	19
	ES study: re-entry vineyards
	
	
	X(q)
	Measurement of Worker Re-entry Exposure (combined with Dislodgeable Foliar Residue Determination) during green pruning and vine turning in trellised of grapevine crop following Application of a SL formulation containing Imidacloprid 200 g/L, Spain, season 2018
Author: Salvador Moreno
Study code: 18/24/PI, completed in 2019
Sponsor: Instituto Nacional de Seguridad, Salud y Bienestar en el Trabajo, O.A, M.P. (INSSBT)

	(q) This study has also been taken into account during the BROV project, and therefore will be considered for a next update of the Guidance together with other studies in the BROV project. 




Overview of comments submitted during the Open Call
	
	Topic
	Description
	Author

	1
	EFSA calculator: The scenarios 'Outdoor/Upward spraying/Manual-Knapsack' and 'Outdoor/Upward spraying/Manual-Hand held' are not correctly addressed.
	Both hand-held scenarios request to make a choice for the subscenario 'Season (upward spraying orchards only)' i.e. either 'early (without leaves)' or 'late (dense foliage)'.  The 'late' scenario, however, is not complete. It only refers to the "dense foliage" scenario but not to the "normal, with leaves" scenario for which data are available in the AOEM database.  The "dense foliage" scenario is a special sub-scenario to be used only for a dense canopy (the operator cannot avoid contacting treated leaves). This scenario is addressed with the study no's HCHH 2 and HCHH 3 in the AOEM database. This scenario can be found in citrus. The lacking scenario "normal, with leaves" is addressed with the study no's HCHH 1, HCHH 4 and HCHH 5 in the AOEM database. This scenario is the typical hand-held spray scenario in fruit trees.                                                                                                                                                                       It is proposed to follow the recommendations in the AOEM Project Report "Joint development of a new Agricultural Operator Exposure Model, BfR-Wissenschaft 07/2013) and to implement the scenario 'late (with leaves)' and 'late (dense foliage) in the updated EFSA calculator.    
	Bayer AG

	
	Answer: the revised calculator addresses both normal and dense scenarios for HCHH.

	2
	EFSA calculator: worker exposure following herbicide application in vine and orchard is not correctly addressed as the crop was not treated.
	In case of herbicide application in vine and orchard the application is directed to the ground, no dislodgeable foliar residue is expected because the crop itself was not treated and workers are wearing shoes/boots. We proposed that worker exposure re-entry is not relevant after herbicide application in vine and orchard.
	Bayer SAS Crop Science Division (France)

	
	Answer:  it is acceptable to consider that the crop is not treated, however unwanted vegetation may be treated and exposure to dislodgeable foliar residues on that vegetation may occur. As default the revised calculator addresses that possibility using appropriate values that are identical to those used for field crops.  

	3
	EFSA calculator: The resident/bystander surface deposits are not correctly calculated if the evaluation is done for a herbicide in high crops.
	Where herbicide applications (downwards) are made in high crops such as pome/stone fruit or grapes the resident and bystander assessment are inconsistent. While the spray drift scenario is calculated using ground boom sprayer values (which is correct) the surface deposit scenario is calculated for high crops (which is not correct, should be calculated for a low crop scenario). The scenario and the relevant data that are used by the model are presented in the attached file including a proposal for correction. We hope the presentation is self-explaining.  
	Bayer AG, R&D, Crop Science (Deutschland)

	
	Answer: the comment is accepted, the bystander/resident exposure to surface deposits has been revised to reflect the approach used for field crops.  

	4
	EFSA calculator - Worker: Implementation of option to include different spray intervals if several applications are done
	The calculator allows the entry of only one value for spray intervals that have to be considered in the worker exposure calculation. However, the product may be used with different spray intervals if consecutive applications are done. It is recommended to allow the entry of different values for spray intervals in the updated calculator.
	ECPA

	
	Answer: the revised calculator allows the possibility of using different spray intervals; to calculate different estimates for the same product it is simply necessary to edit the data entry form for the application scenario.

	5
	EFSA calculator - B/R: Spray drift exposure values as calculated for different minimum volumes of water in the spray dilution
	The original BREAM model was used to generate inputs to the current EFSA calculator, which then was able to extrapolate to a different scenario from the one used to generate the BREAM outputs, thereby producing a 'nonsense' exposure assessment.  The particular problem was how the EFSA calculator extrapolates to different applied water volumes. This erroneously assumed that the exposure to spray liquid was independent of applied volume, whereas in practice the exposure to spray liquid will be proportional to applied volume.  Therefore, the same dose at a higher volume will give a greater exposure to spray liquid, but at a lower concentration, resulting in exactly the same exposure to the active substance.  The current calculator suggests that increasing volume reduces exposure and therefore could be used for mitigation, but this is not correct.
	Silsoe Spray Applications Unit Ltd

	
	Answer: 
The EFSA calculator was established, after considering multiple aspects including the assumed exposure scenarios (e.g. locations, clothing, body weight and combinations of events and routes) and the limitations of the model, with the aim of providing a conservative assessment with harmonised (fixed) input parameters for regulatory purposes using the approach adopted in 2014. It is accepted that the simplified approach used could marginally underestimate exposure, although the BREAM model can also show that the statement that exposure to spray liquid will be proportional to spray volume is also a simplification (in some scenarios it can be shown changing spray volume actually has a minimal impact). However, it is expected that this aspect of the calculator can be improved, and it is considered that this should be done in a next version of the Guidance when additional data in this area is expected to be considered.
An update of bystander and resident exposure should be tackled in a next update of the Guidance.  

	6
	EFSA calculator - B/R: Spray drift exposure values as calculated for different minimum volumes of water in the spray dilution
	The calculator currently only takes into account the final concentration of a. i. in the spray dilution in combination with the ml value for spray drift exposure of  bystanders and residents (B / R). As a result, reduction of the amount of water to 50 % e.g. doubles a. i. exposure to B / R due to spray drift and vice versa. 
In principle if one increases the amount of spray volume you would expect an increase in the amount of liquid on B / R of more or less the same order. In the same way it might be expected that the combination of more liquid on B / R and less concentration would lead to the +/- same exposure with regards to a. i. 
Of course, there will be a slight bias due to interference of droplets when increasing the amount of water. But I would expect that this effect would be minor when applying typical volumes.  
In our specific case very low volume spraying (50 to 70 l) has to be evaluated. Taking into account the results of the EFSA calculator would mean that the calculated spray drift exposure amounts up to 400 % of the exposure calculated for typical applications (minimum water: 200 l). 
As a refinement of the results of the EFSA calculator I would assume that a. i. exposure should be more or less the same independent of the min. amount of water.
	BVL (Deutschland)

	
	See answer to point 5 hereabove.

	7
	EFSA calculator - Operator: Anomaly for groundboom applications (prot. vs unprot. hands)
	For application rates lower than 36 g/ha the exposure for protected hands is higher than for unprotected hands. We are aware that this anomaly is caused by the slope and interception of both exposure curves. We propose a pragmatic approach like the introduction of a generic protection factor for the use of gloves for application rates < 50 g/ha.
	ECPA

	
	Answer: Based on theoretical extrapolation from high application rates, the values for protected or unprotected hands are not validated for low application rates. A warning is now included in the calculator, explaining to the users that this inconsistency is due to the limitations of the model for low application rates, and the use of gloves will be recommended as a precautionary measure.  

(see also comment 2 in Table 3)

	8
	Bystander exposure to direct drift: unrealistic scenario in EFSA calculator
	Currently the following drift exposure scenario needs to be considered in pesticide registration processes: A toddler (10 kg) stands in two-meter distance from a row or broad acre crop field. Because it is a very hot day the toddler is only slightly dressed, which means that only 36% of its body is covered with clothes (The assumed 50% protection results in an exposure reduction of 18%). The field is treated in parallel with a pesticide by using the highest application rate in combination with the lowest water rate (i.e. highest in-use concentration). The farmer uses an outdated nozzle (Hypro flat fan) with an extraordinary high pressure (3 bar) for the application. The boom height is significantly higher than recommended by the nozzle manufacturers (70 cm while 50 cm is recommended). The wind is coming from a worst case 90° angle with a speed at the upper level what is been considered acceptable in the UK code of practice. The farmer does not stop his tractor and passes the child; the child stands still. In the US such a drift exposure scenario is illegal and addressed through enforcement. The farmer is obliged to stop the engines when bystanders are present. Believing in the ethical integrity and responsibility of professional European farmers we doubt that this scenario with these parameters or worse is actually happening at all. It can be for sure excluded that it happens frequently to the same child. Therefore, it is, at maximum, an acute exposure scenario, but never a chronic / sub-chronic exposure scenario. In the US such a drift scenario is illegal and addressed through enforcement.
	ECPA

	
	Answer: It is not possible to identify actual representative bystander and resident scenarios as detailed data both on spraying behaviours and bystander/resident behaviours are not available.  Given the risk management objective to demonstrate that realistic use does not lead to exposures which exceed established reference values the alternative approach of identifying possible realistic worse case scenarios meets regulatory requirements.   

	9
	Protection of light clothing relevant for residents and bystanders should be revised.
	In the current EFSA Guidance the bystander is only slightly dressed, which means that only 36% of the body is covered, i.e. the trunk. The clothing gives 50% protection, which results in an exposure reduction of 18%. However, clothing can be considered an uncertified coverall with a protection of 90%. In addition, besides the trunk also half of the upper arms and half of the legs is covered in a T-Shirt/Short scenario, leading to a body coverage of approximately 60%. By assuming a protection of 90% this would lead to a reduction of 54%.
	ECPA

	
	Answer: this proposal is not acceptable; bystanders and residents could be wearing clothing of lighter weight than that assumed to be suitable for workwear and the more protective assumption is considered to be appropriate.

	10
	Combined exposure
	Introduction of cumulative assessment groups for higher tier combined exposure assessments
	ECPA

	
	Answer: The revised calculator includes first tier combined assessments (when several active substances are present in a product). Currently only very few CAGs are available, by far not covering the majority of active substances. Applicants are invited to consider if allocation to (few) CAGs for different active substances in the product can refine their risk assessment.

	11
	EFSA calculator: measured DFR values cannot be included
	By now, the input of measured DFR values (no accumulation!) does not affect the multiple application factors, which leads to artificial high and wrong exposure value, when there are two or more applications per season. To circumvent this problem, the number of applications needs to be set to 1. However, this then falsely also impact the exposure to surface deposits. The algorithm needs to be corrected accordingly.
	ECPA

	
	Answer: In the EFSA calculator, the worst-case is considered, independently of number of applications. Currently, no further adaptation is planned.

	12
	DFR/DT50: introduction of a Multi-to-One approach is needed
	Some countries request product and crop specific foliar residue values. However, studies have shown that residues of certain substances are similar across crops and formulations. We propose to introduce a Guidance to derive a substance specific DFR or DT50 value based on existing data (Multi-to-One).
	ECPA

	
	Answer: Being aware that a project on meta-analysis of field residue data is ongoing, and that data should be provided to EFSA in due time, this proposed approach will have to be considered in a next update of the Guidance.

	13
	Transfer coefficients for residents entering treated crops need to be revised
	The transfer coefficient for children in a re-entry exposure scenario is constant regardless of the crop and timing. Especially an early application in row crops results in significantly lower transfer coefficients. An expert judgement is needed to justify in which crops a potential child re-entry is imaginable at all. For those crops in which a re-entry is indeed imaginable (e.g. corn) a timing dependent TC needs to be developed. For instance, a re-entry in cereals up to a BBCH of 30 results in negligible transfer coefficients. Another example is re-entry in grape. There is no re-entry scenario imaginable how children could be exposure to treated foliage.
	ECPA

	
	Answer: It is acknowledged that lower transfer coefficients should apply for low crops, but such lower values would need to be supported by robust experimental data. The same would apply for a timing dependent TC. Furthermore, it is not accepted that re-entry of children is not realistic in grape.

	14
	Worker: implementation of REI in the calculator
	Some transfer coefficients for various crop groups are based on harvesting activities. A pre harvest interval (PHI) in the GAP is not considered in the calculator. In addition, the implementation of general re-entry intervals in the calculator as a risk mitigation measure for workers is highly appreciated
	ECPA

	
	Answer: 
The calculation of re-entry intervals for maintenance and harvesting is included in the new calculator (it is obviously possible to compare the later with any pre harvest interval that is set for MRL/dietary risk management reasons).

	15
	Bodyweight of children re-entering a treated field
	A toddler with a bodyweight of 10 kg can barely walk. How is such a child supposed to walk through a field? It is therefore reasonable to increase the bodyweight considered in risk assessment to at least 20 kg for a six-year old child.
	ECPA

	
	Answer:  The selection of the 10 kg bw value for children has been selected as an assumed worse case across the scenarios. There is considerable variation and uncertainty, regarding actual re-entry scenarios, foliage contact intensities, etc, and it would be possible to construct estimates for multiple body weights (and ages), but that would be spurious accuracy given the uncertainties and would create additional information with little obvious benefit.  Therefore, a single a conservative (i.e. protective) ‘worse-case’ assumption is recommended to ensure that the approach is appropriate.

	16
	Resident: DFR values to be used in longer term risk assessment
	The current EFSA approach regarding the re-entry of children considers a maximum DFR value. For the consideration of a longer-term scenario lower DFR values needs to be considered, because the maximum DFR values of use occur only once (at the day of application), which refer to an acute exposure scenario. To estimate longer-term exposure (e.g. every day, 1 week) the DT50 of the actives needs to be considered as well.
	ECPA

	
	Answer: It is acknowledged that dissipation of residues on the crops (and lawns) could be taken into account. However, as it cannot be predicted when children will re-enter the crops, the most protective approach using the maximum DFR value is still considered appropriate. 

	17
	Drift
(SETAC: https://www.spraydriftmitigation.info/)
	A useful homepage containing information on how to mitigate drift. Should be cited in a revision of the EFSA Guidance to give guidance to authorities and farmer on how to reduce off-crop drift.
	ECPA

	
	Answer: See point 10 in Table 1 above.

	18
	Residents / bystanders: refinement based on vapour exposure
	In order to be compliant with Regulation (EC) No 1107/2009 refinement options following a tiered approach needs to be offered. This is not the case in the current EFSA Guidance. We propose to use the saturated vapour concentration (SVC) or BROWSE as a higher tier refinement option in a revised EFSA Guidance.
	ECPA

	
	Answer: the revised calculator includes the calculation of saturated vapour concentration (relevant for compounds of very low volatility). 
For BROWSE, considerations have been given by the WG, and updates of parts of the project (eg BREAM) could be further considered for a next update of the Guidance if all supporting data are made available for an independent assessment.

	19
	Worker: acute and longer-term exposure scenarios
	The transfer coefficients for workers in the current version of the EFSA Guidance are often based on 90th percentile of the respective dataset, which rather refers to an acute worker scenario. However, in the current EFSA Guidance it is mentioned that with the current transfer coefficient only the longer term exposure can be considered. To be consistent with the approaches for operators and bystanders we propose the following: The current transfer coefficient should be used for acute risk assessment when the TCs are already based on 90th centiles or higher. For longer term exposure scenario, we propose to use lower transfer coefficients referring to a 75th centile.
	ECPA

	
	Answer: the proposal is not acceptable. Some of the existing datasets have high levels of uncertainty, and the high percentiles were considered appropriate to guard against misclassifying the long term risks.  To replace these, modern data meeting current scientific standards are required.

	20
	Residents Protection Goal (1)
	Residents report concerns about health, but also report nuisance (smell, taste) resulting from spray applications, as well as other concerns: visual damage to garden / edible crops; pollution of organic crops with residues.
	RIVM

	
	Answer: noted, but these issues are beyond the scope of the EFSA Guidance mandate.

	21
	Residents Protection Goal (2)
	Some observations:
- the toxicological endpoint used in the (current) risk assessment is not the only concern for residents
- it is unclear to residents and regulators where the 'buffer zones' are located (in-field or not) where the Guidance makes calculations for distances of e.g. 2m, 5m, 10m. Even in the event EFSA considers this is a risk managers decision, it would be helpful to point this out.
	RIVM

	
	Answer: According to national rules, buffer zones can be defined in the field or outside the field. This is rather a management consideration to ensure that buffer zones (in-field or not) are implemented at MS level.

	22
	Resident exposure to pesticides in the NL
	Research on exposure of residents to pesticides in the Netherlands (OBO flower bulbs) - as announced during the Open Call, submitted on 17/04/2019
	RIVM

	
	Answer: See point 13 in Table 1.  

	23
	Additional tasks and TCs need to be included for workers on hops
	In the current GD only crop inspection is foreseen task on hops while in reality workers are reasonably expected to be in contact with treated hops during harvesting and further hop processing (final separation of flowers-cones from leaves and other plant part).
	SI Competent Authority

	
	Answer: Re-entry activities in hops have been included in the new calculator.

	24
	Scenario estimating worker exposure during re-entry tasks in orchard/vineyard treated with herbicide
	Currently the worker exposure in orchards/vineyards treated with herbicide is estimated for tasks like search, reach, pick, tying, harvesting,... Thereafter estimated exposure of workers in unrealistically high. Refinement should be included for workers performing re-entry tasks in herbicide treated orchards/vineyards.
	SI Competent Authority

	
	Answer: the revised calculator clarifies reentry exposure for activities following herbicide applications in tall crops.

	25
	Resident exposure to PPP residues on edible crops due to spray drift from the neighbouring treated areas
	When estimating the exposure of resident, the exposure to pesticide residues via consumption of crops contaminated by spray drift is not considered as a part of non-dietary risk assessment. Would it be possible to include dietary exposure to PPP residues due to spray drift from other treated crops in the exposure scenario for residents?
	SI Competent Authority

	
	Answer: the consideration of aggregate exposure including dietary route is beyond the current scope of the mandate. 

	26
	Residential exposure to pesticide residues bound to dust particles
	During last years several articles have been published about pesticides bound to dust particles as an important source of residential exposure to PPP. We have received some questions about it from non-governmental organisations and we would like to know if this source of exposure will also be covered in the new Guidance.
	SI Competent Authority

	
	Answer: This source of exposure will not be covered in the Guidance. Up to now, sufficient data were not provided to propose a predictive exposure model. 

	27
	Dermal absorption and worker re-entry risk assessment
	The 2017 dermal absorption Guidance recognises the uncertainty with respect to dry residues but proposes that the most protective value should be used.  It seems to follow given more than one value for different dilutions the higher percentage should be used.  However, in both cases the exposure is not to wet diluted product but to dried residue after the water carrier has evaporated.  In these situations, the challenge presented on the skin should be identical and simply using the highest value especially if this comes about as a pro rata adjustment of a lower value seems unscientific.
	UK CRD

	
	Answer: According the 2017 dermal absorption Guidance, the most protective value should be used as no validated test guideline is available yet to determine dermal absorption of dry residues.

	28
	Article:
Roff M. The Short-term Protective Effects of “Non-PPE” Gloves Used by Greenhouse Workers. Annals of Occupational Hygiene. 2015;59(8):1044-1057

	This paper reports experiments to assess the protection factors (PFs) of one type of lightweight cotton and latex, nitrile, and vinyl 0.1 mm ‘splash-resistant single-use’ (SRSU) gloves used in greenhouses at four nurseries, by workers handling plants sprayed with transferable but non-permeating strontium acetate in four consecutive 1-h sessions, including one session in which no gloves were worn.
Derivation of PF for workers wearing appropriate single use gloves for activities that only involve contact with foliar residues.
	UK CRD

	
	Answer: As the gloves used are not Category III PPE as in the PPE regulations, these results cannot be implemented in an EU guidance document.

	29
	BREAM2: Bystander and resident exposure to pesticide spray drift from agricultural applications by a boom sprayer.
Article: Improvements in modelling bystander and resident exposure to pesticide spray drift: investigations into new approaches for characterizing the ‘collection efficiency of the human body. 
Authors: Butler Ellis, M C; Kennedy, M C; Kuster, C J; Alanis, R; Tuck, C R (2018)
	It differs from the original BREAM calculator in the way that the relationship between airborne spray and potential dermal exposure is described, following additional research. The uncertainty in this relationship is reduced and the variability is more accurately captured in the model. A statistical comparison between the new model and field data shows that BREAM2 is a better predictor than BREAM of potential dermal exposures. The predicted 75th and 95th percentiles of potential dermal exposure are reduced compared with BREAM under normal operating conditions.
	UK CRD

	
	Answer: See points 8 and 9 in Table 1 (BREAM).

	30
	BREAM2: Bystander and resident exposure to pesticide spray drift from agricultural applications by a boom sprayer.
Article: Human exposure to spray drift: investigations into modelling the spray exposure of residents and bystanders and its variability.
Authors: Butler Ellis, M C, Kennedy, M C, Alanis, R J, Tuck, C R, Kuster, C J (2018)
	(same as line 29)
	UK CRD

	
	Answer: See points 8 and 9 in Table 1 (BREAM).

	31
	Model for predicting post application vapour exposure

Article: The BROWSE model for predicting exposures of residents and bystanders to agricultural use of plant protection products: an overview.
Authors: Butler Ellis MC, van de Zande JC, van den Berg F, et al (2016)
	The BROWSE approaches for estimating vapour exposures are an improvement on the simple default approaches currently employed.
	UK CRD

	
	Answer: considerations have been given by the WG to the results of the BROWSE project, and updates of parts of the project (e.g. BREAM) could be further considered for a next update of the Guidance if all supporting data are made available for an independent assessment. 

	32
	1) Model for predicting post application vapour exposure 
2) Consideration of bystander or resident exposure to spray drift from orchard spraying.

Article: BROWSE: deliverable 3.4. Work package 3: models of exposure to agricultural pesticides for bystanders and residents, supported by the European Union 7th Framework Programme and coordinated by Fera
Authors: Butler Ellis MC, van den Berg E, Kennedy M et al (2013)
	1) The BROWSE approaches for estimating vapour exposures are an improvement on the simple default approaches currently employed.  The following project documents give a summary of the vapour exposure model:
• Work Package 3: Models of exposure to agricultural pesticides for bystanders and residents. Bultlet-Ellis,C.  et al 12/09/2013
• Appendix 3 – Scenario Selection procedure for volatilization from plant surfaces. Fragkoulis, G et al
• Appendix 4 Met data. Mean temperature and wind speeds for the data driving vapour exposure. Butler Ellis, C. and Tuck, C.

A preliminary exercise was undertaken during development of the BROWSE vapour model to compare predicted vapour concentrations with those measured in field experiments. This study is detailed in the following project document: • Appendix 8 – Testing PEARL/OPS for volatilization from plant surfaces against experimental field data. Fragkoulis, G. and Trevisan, M.

Additional model validation by Van den Berg et al 2016[1] concluded that the BROWSE vapour model generally resulted in more conservative air concentrations compared to the default value of 1 µg/m3 for substances with vapour pressures in the range of 0.5 mPA to 5 mPA but were lower than the default for substances with a vapour pressure of 0.01 mPA or less 

1  Van den Berg, F. et al. Modelling exposures of workers, residents and bystanders to vapour of plant protection products after application to crops. Science of the Total Environment 576 (2016) 1010-1020.

2) The BROWSE evaluation of bystander or resident exposure to spray drift from orchard applications was based on a greater database than that currently used.  
	UK CRD

	
	Answer: See point 31 hereabove.

	33
	Supplementary information
	See Table 3 below
	UK HSE

	
	

	34
	BROWSE Submission from GD of the UK PC (2011)
	Comments 15/05/2011 (125 pages, pdf):
including second Witness Statement,
DVD and photos,
ref to US epidemio data on PD
	UK Pesticides Campaign

	
	Answer: It is acknowledged that there is a high public concern about exposure to pesticides. However, the EFSA Guidance is based on well conducted and validated experimental data measuring exposure to pesticides in order to develop models of predictions. The information provided here above has been considered carefully but was not relevant for an update of the models.
See also point 31 hereabove.

	35
	BROWSE Workshop completed form (2013)
	Written comments - BROWSE Stakeholder Workshop, 9th October 2013 (10 pages, Word)
	UK Pesticides Campaign

	
	Answer: Those comments should have been duly taken into during the BROWSE project.
See also point 31 hereabove.

	36
	Additional Submission to BROWSE Work Package 3 (2014)
	
	UK Pesticides Campaign

	
	Answer: Those comments should have been duly taken into during the BROWSE project.
See also point 31 hereabove.

	37
	Submission of new scientific information/data to EFSA Call (2019)
	Reference to information omitted in EFSA GD
(e.g. volatilisation of pesticides, long range air transportation, potential synergistic effects from cocktails, epidemiological studies)
Reference to new epidemio studies
Reference to material submitted to BROWSE
Reference to a petition in UK + testimonies
	UK Pesticides Campaign

	
	Answer: It is acknowledged that there is a high public concern about exposure to pesticides. However, the EFSA Guidance is based on well conducted and validated experimental data measuring exposure to pesticides in order to develop models of predictions. The information provided here above has been considered carefully but is not relevant for an update of the models.
See also point 31 hereabove.




Supplementary information provided by UK HSE (see line 33 from Table 2)
	
	Topic
	Description

	1
	Operators
	Use of tractor mounted / trailed equipment in polytunnels.  UK has received information on extensive use of this application method on soft fruit and salad crops both in the UK and in response from other MS.  BE, DK, DE and ES confirmed that no indoor non hand-held application methods authorised but are aware that a variety of application methods are used.  Comprehensive response from ES in particular shows this to be an issue. There are some published papers of varying relevance such as  Nuyttens paper ‘Comparison of Operator Exposure for five different Greenhouse Spraying Applications’, the Llop paper ‘Improvements of spray applications in greenhouses using hand-held trolleys with air assistance’ and the Bartolome study ‘Determination of Dermal and Inhalation Exposure of Applicators during application with Runner an SC Formulation of Methoxyfenozide, 240 g/l resulting from Trolley Application to High Crops in Greenhouses- Spain 2012’.  This information can be made available to the WG if and when needed.

	
	
	Answer: Based on available field studies with trolley application (including the Bartolome study), this technique has been included in the greenhouse model. 

	2
	Operators
	Anomaly in AOEM the model related to the LCTM application and the 95th percentile exposure values for protected hands in which protected hands at certain low-level application rates gave higher exposures than protected hands. We believe this information has already been sent to EFSA but, if not, we can provide a justification for this again.

	
	
	Answer: see point 7 in Table 2

	3
	Operators
	Closed transfer system quality standard. Relying on exposure studies to demonstrate little or no levels of contamination is not particularly helpful and from a regulatory perspective a robust standard for CTS would be better moving forward.  It is understood JKI are doing some work in this area among others.

	
	
	Answer: see points 1 and 2 in Table 1

	4
	Operators
	Home garden use.  DE led initiative.  For spray application we think it is a good idea to combine UK data for mixing and loading with scaled down area treated using LCHH model in AOEM.  UK have already provided a response to DE and we assume a co-ordinated submission to EFSA has been made by them.  If this has not been made available, then we can provide our response and associated data on request.

	
	
	Answer: 
A first draft collection of suitable exposure models was developed by the BfR, and revised after MS comments (1909-03 Bullet point - Working document - Amateur non-professional use in home gardens.pdf, https://circabc.europa.eu/w/browse/54a12480-bf88-4a95-b6a0-66ff4b5f34d8) 
Appropriate data for amateurs’ uses have not been made available to the WoG and, if provided, will need to be considered for a next update of the Guidance (together with the models developed by BfR).

	5
	Operators
	BAUA data on canon and knapsack mist blowers for OPM.  DE led initiative and presumably this has been submitted to WG but if not we have this study and can provide it on request.

	
	
	Answer: see point 4 in Table 1 above

	6
	Workers
	Formalisation of extrapolation of DFR data depending on crop morphology based on US EPA leaf surface groupings. https://www.regulations.gov/document?D=EPA-HQ-OPP-2008-0673-0037
Also based on experience with residues trials to formalise extrapolation from Protected → Outdoors only.

	
	
	Answer: 
Based on the data available to the WG for the update of the Guidance, an independent assessment of the possible extrapolation of DFR values based on crop morphology could not be performed. If robust experimental data are made available, this will have to be considered in a next update of the Guidance. 

	7
	Workers
	It would be useful to standardise the approach taken to derive TC values from data.  The UK prefers to take the mean DFR in conjunction with the 75TH and 95TH % exposures to derive 75th and 95th percentile TC values.  A justification of this can be provided if and when needed.

	
	
	Answer: see Appendix J including recommendations for the performance and interpretation of higher tier exposure studies (including DFR studies).
For deriving the TC value, the derivation of the 75th and 95th percentile of the exposure values, and of the representative DFR value, must be taken into account. Since there is still no harmonized GD for the evaluation of field studies and DFR values, it is necessary to consider on a case-by-case basis the criteria for deriving the individual values (e.g. correction with recovery, inclusion/exclusion of outliers, LOD & LOQ). These criteria have a major influence on the derived DFR and exposure values and consequently on the TC values derived from them. 

	8
	Workers
	DFR decline and the use of the software modelling tool ‘CAKE’.  CAKE is an easy to use tool for the provision of decline curves based on simple first order kinetics.  It also allows for simple determination of biphasic decline and calculation of associated DT50 values.  The advantage of using this model is that it is consistent with environmental fate colleagues and associated FOCUS modelling Guidance and would therefore bring further consistency into the worker exposure assessment when examining decline data.

	
	
	Answer: see Appendix J including recommendations for the performance and interpretation of higher tier exposure studies (including DFR studies).

	9
	Workers
	Clarity on the status of the DT50 values listed in the back of the Guidance.  This still seems to be an issue and it should either be removed from the guidance document or made clear that use of the indicative values must be supported by the relevant study so that it can be evaluated but the values themselves cannot be taken at face value.

	
	
	Answer: Addressed. The Appendix with individual DT50 values has been removed from the guidance document.

	10
	Workers
	Rogueing in sugar beet and seed potatoes.  It is assumed that Bayer will submit this study to the WG but having seen it, UK would consider it to be well conducted and supportive of a specific TC value for this activity in sugar beet which would appear to be the main crop of concern.  UK have some information from agronomists that sugar beet is crop of concern and this can be provided if needed.  The other one is possibly blackgrass control in cereals but unlikely to be an all-day activity.

	
	
	Answer: Addressed. The study on bolting beet removal has been submitted and is assessed in Appendix G.

	11
	Workers
	Level of evidence necessary to deviate from default exposure durations (some MS seem to do this but based on what evidence?).  It would be useful to stipulate under what if any circumstances it would be possible to depart from default values (i.e. survey data for niche uses might be a possibility) or alternatively make it clear in the Guidance that this is not an option as it undermines harmonization and work sharing.

	
	
	Answer: deviation from default exposure durations should be robustly justified and will trigger case-by-case considerations. As the Guidance is providing tools for harmonized exposure estimates in well-defined scenarios (supported by robust data), it cannot provide explicit recommendations for deviations of default values.

	12
	Workers
	What TC, if any, to use for weed control in orchards.  Ideally if it could be stated that little or no exposure is assumed in this situation and it is not relevant to use orchard harvesting TC for exposure estimation.

	
	
	Answer: Addressed. The TC for general inspection activities has been considered applicable to all herbicide applications (in the updated Guidance).

	13
	Workers
	Use of PDE TC in protected situations (HDC survey data) and heat index restriction (see below in italics).  The UK has survey data to support the view that it cannot be assumed that workers will wear full length clothing in conditions with elevated temperatures and this can be provided if needed.
•Workers must wear suitable protective clothing in which arms, body and legs are fully covered when re-entering treated areas or handling treated crops or contaminated surfaces. (See ‘Other Specific Restrictions’)
Other Specific Restriction:
•Managers must carry out a thermal comfort checklist (see - http://www.hse.gov.uk/temperature/assets/docs/thermal-comfort-checklist.pdf) prior to worker re-entry tasks.  If needed, an additional heat stress check list and associated risk assessment must be undertaken (see- http://www.hse.gov.uk/temperature/assets/docs/heat-stress-checklist.pdf) and the records retained.  Temperature and humidity inside tunnels should be monitored during re-entry tasks. If conditions become such that there is a risk of heat related illness, or workers complain of ill effects, then work must cease until the risk is reduced. It is not acceptable for workers to remove clothing and continue working

	
	
	Answer: This is considered to be a risk management rather than exposure assessment issue and therefore is out with the scope of the Guidance.

	14
	Workers
	The incorporation of pre-harvest interval into EFSA calculator would be a useful addition.

	
	
	Answer: Addressed. The calculation of the re-entry interval (necessary to reduce the worker exposure estimate to a value below the AOEL) has been included in the new calculator. This re-entry interval will also cover other re-entry activities than harvesting (e.g. inspection, maintenance).

	15
	Workers
	Hops can be manually harvested (tall varieties) for which we would propose to use the ornamental TC value given a similar assumed operation of cutting and bundling the crop for which extensive exposure to the arms/body/legs is expected.

	
	
	Answer: Addressed. Re-entry activities in hops have been included in the new calculator.

	16
	Workers
	Worker exposure from grassland and lawns and golf course TTR should be used in preference to DFR approach.  Further clarification on the difference between grassland and lawn inspection scenario (crop inspection TC of 1400 for 2 hours) and golf course maintenance (8 hours with TC 2500) would be useful.

	
	
	Answer: It is accepted that TTR should be used where the TC is based on such data rather than DFR. The use of TTR and DFR have been clarified in the Guidance and calculator. The general crop inspection TC of 1400 quoted here was derived from DFR data. It has been possible to further analyse the US golf course data, based on TTR values, and a revised TC of 8800 for harvesting, cutting or handling turf is recommended. 

	17
	Bystanders/ residents
	Although very niche and developed in the context of a single active (glyphosate) a secondary exposure scenario for a child coming into contact with cut stump treatment is available.  This can be provided on request.

	
	
	Answer: This was noted but has not been followed up as it does not mention the availability of new data which is a prerequisite for developing a new scenario.

	18
	Bystanders/ residents
	Consideration of excluding early growth stages from re-entry scenario.  Is there a potential cut off at very early growth stages which could be deemed inappropriate to use the crop inspection TC values (e.g. BBCH 30 towards end of tillering?)

	
	
	Answer: See point 13 in Table 2.

	19
	Bystanders/ residents
	Re-entry scenario uses 75th percentile and not 95th percentile for bystanders.  An option is to drop this assessment as we do for workers on the basis that we don’t have the data which is in line with workers argument?

	
	
	Answer: The logic of this argument is understood, but it was and still is considered appropriate to demonstrate that a complete assessment is made for this group.

	20
	Bystanders/ residents
	Recreational exposure TAB only works for golf course and not grassland and lawns.  This should be rectified.

	
	
	Answer: Noted, the recreational exposure scenario will be implemented in the new calculator for Amenity grassland.

	21
	Bystanders/ residents
	Use of recreational exposure for child on lawn scenario in a home garden situation would be a useful addition assuming home garden gets incorporated into calculator.

	
	
	Answer: This should be considered in a future update of the Guidance when data will be made available for a transparent assessment of amateurs’ uses.

	22
	Bystanders/ residents
	Use of SVC approach in HEEG 18 for low volatility substances and/or BROWSE vapour model.  The UK justification for this is contained within the ongoing tolpyralate assessment and can be provided on request.

	
	
	Answer: see point 18 in Table 2.

	23
	Bystanders/ residents
	A modification is required to the calculator regarding bystander/resident entry to treated crops where no (appreciable) foliage is present at the time of application, e.g. pre-emergence/early post emergence.  It is already accepted that for worker exposure that contact with foliar residues is unlikely to be a route of exposure, but as published the calculator cannot handle this scenario appropriately when attempting to estimate the mean resident exposure via different pathways.  

	
	
	Answer: this has been amended in the new online calculator. Exposure of resident/bystander via re-entry will not be taken into account since there is no foliar residue and no contact with foliage. 
It is noted that some indicative calculations are included in Appendix x for exposure to soil born residues. 

	24
	Higher tier assessment
	It would be useful to establish further relevant guidance / criteria for acceptability with regard to analysis and interpretation of higher tier exposure and DFR studies.

	
	
	Answer: see Appendix J with recommendations for the performance and interpretation of higher tier exposure studies (including DFR studies).

	25
	Higher tier assessment
	Use of actual bodyweights rather than default when calculating systemic exposure would seem sensible.

	
	
	Answer: Since the body surface does not correlate linearly with the body weight (e.g. twice as heavy does not mean twice the surface), correcting the exposure data with the real body weight would lead to the correct individual systemic exposure values, but the goal is to determine the external exposure as accurately as possible. The correction with the real body weight would lead to an underestimation of real systemic exposure for persons with a lower body weight due to the non-linear correlation between body weight and surface area).

	26
	Higher tier assessment
	Adjustments for recovery in exposure studies such that anything <95% is scaled up to 100% and anything >100% is not scaled down.

	
	
	Answer: see Appendix J with recommendations for the performance and interpretation of higher tier exposure studies (including DFR studies).

	27
	Higher tier assessment
	With regard to application rate currently upward scaling of DFR data has been undertaken but not downward adjustment. It is proposed that DFR data may be scaled downward based on application rate as this is the approach taken with the derivation of the default value of 3 μg/cm2.

	
	
	Answer: 
It is acknowledged that, for crop field trials, OECD recommended that the application rate in trials had to be +/- 25% of the intended use for the data to be considered to support the specific GAP. Further on, some scaling principles were developed for the relation between residues and application rate. A technical report reflecting practical experiences on the use of the proportionality approach gained by EFSA has also been published (EFSA, 2018).
As a consequence, it would be reasonable to expect that some might consider a similar approach to apply to DFR. However, while proportionality has been shown to be applicable for total residues, further data would be needed to demonstrate that the same is valid for dislodgeable foliar residues. 

	28
	Higher tier assessment
	Default values for LOQ and LOD including various substitution methods for left censored data.  (i.e. values between LOQ and LOD reported as LOQ.  Values below LOD reported as ½ LOD).  Recommendations for approaches to take depending on extent of left censored data as a proportion of the data set.  More information can be provided on request.

	
	
	Answer: For the development of this Guidance, taking either ½ LOQ or the LOQ for values below the LOQ would not significantly affect the outcome because quantile regression and empirical estimates of 75th and 95th percentiles were used. For values reported as “zero” (not detected) a small positive value was used instead because statistical modelling was conducted using logarithm of exposures. The value of 0.01 µg/sample was considered to be small enough when using quantile regression for the range of values found in the available dataset; again, the outcome should not be sensitive to this value due to the choice of statistical methodology. Therefore, it has not been necessary to consider substitution methods. 
It is noted that the question was set in the context of higher tier data. Those responsible for conducting higher tier studies must of course ensure that LOQ and LODs are established at sufficiently low levels so that exposure can be clearly be demonstrated to be within the acceptable exposure levels.     

	29
	Higher tier assessment
	More emphasis on checking proposed dilutions using the GAP table with the tested dilutions in dermal absorption studies.  It is not always clear this is being properly checked and UK would propose it is made clear in dermal absorption assessment what the concentration (in g/l) of the tested solutions was so that these can be compared to those in the GAP table and adjusted if necessary if proposed dilutions are outside the tested range.    Also, important to check classification of sensitising components of the formulation in the dilution in case of any resident/bystander exposure issues.  This is critical for 1A sensitisers for which trigger is 0.1%.

	
	
	Answer: in the new calculator, the dermal absorption value is calculated for the highest dilution of the product (pro rata correction) if not covered by the experimental data of dermal absorption. 
The sensitizing properties of the formulation have no impact on the exposure estimates (and their comparison with (A)AOEL) but could influence the risk management decisions taken at MS level for national authorization(s).
Use of PPE in EFSA calculator is only to reduce exposure below the (A)AOEL.
The establishment of classification for a formulation and according definition of PPE (within labelling) is outside EFSA’s remit.  
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