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OPEN SESSION (9:00-15:30 CET) 

 

1. Welcome and apologies for absence 

The Chair welcomed the participants.  

 

2. Adoption of agenda 

The agenda was adopted without changes. 

 

3. Agreement of the minutes of the 28th meeting of the Network on 
Pesticide Steering held on 13 October 2021, Tele-conference. 

 
1 https://www.efsa.europa.eu/en/stakeholders/observers  

https://www.efsa.europa.eu/en/stakeholders/observers
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The minutes were agreed by written procedure on 03 November 2021 and 
published on the EFSA website on 03 November 2021. 

 

4. Presentation of the EFSA Guidelines for observers 

The Chair introduced the EFSA Guidelines for observers. 

 

5. New data requirements for microorganisms; initial discussion on 

a possible new template for the EFSA conclusion 

European Commission (EC) presented an overview on the new data requirements 

for microorganisms. EC indicated that these new data requirements for 
microorganisms are in line with the EU Green Deal and The Farm to Fork Strategy, 

which aim at reducing dependency on and use of chemical plant protection 
products (PPP). Microorganisms used as biocontrol agents in PPP provide farmers 

with alternative tools to substitute chemical PPP.  

The scientific principles driving the revisions of the data requirements for 
microorganism were the following: 

▪ Data requirements designed for microorganisms which do not follow the 
current chemical-like data requirements (stop mimicking chemical approach); 

▪ Making use of: 

o “Need-to-know” approach based on the biology and ecology of the 
particular microorganism (i.e. which questions are relevant to answer?)  

o Tiered-based approach (mandatory VS conditional requirements) & 

Weight of Evidence (WoE) approach 

o Experience gained with current applications integrating the evolution of 
science and technology, i.e. referring to the most up-to-date 

methodologies. 

Four implementing acts amending Reg. 283/2013 (data requirements active 

substances); Reg. 284/2013 (data requirements plant protection products); Reg. 

546/2011 (uniform principles); Annex II Reg 1107/2009 (approval criteria and low 
risk criteria) had been endorsed by the SCoPAFF in February 2022. The European 
Parliament and Council will scrutinise the acts. If neither of them opposes, the 
acts can be adopted by EC and they will enter into applicability between October 

and November 2022, aligned with the release of the new IUCLID version for 
submitting dossiers in accordance with these new data requirements. 

The draft implementing acts underwent public consultation last year (October-
November 2021). The comments received during the public consultation 
acknowledged the improvement towards increased clarity and clear differentiation 

from chemicals, focused on the biology and ecology of the MO and on the fact that 
the WoE approach plays an important role, resulting in replacing many 

unnecessary animal studies. Notwithstanding, during public consultation phase it 
was also highlighted that: 

▪ Possible interpretation issues (flexibility VS legal certainty, waiving of data 

can be possibly challenged by the peer review) 

▪ the need of harmonisation and expertise among risk assessors 
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▪ the issue on the lack of capacity among competent authorities  

▪ the remaining need of similar data requirements (e.g. plant biostimulants). 

The on-going training sessions on microorganisms organised under the Better 
Training For Safer Food (BTSF) initiative were considered as a good opportunity 

for risk assessors to expand and align knowledge on the risk assessment (RA) of 
microorganisms used as pesticides or biocides. The Biopesticides working group 
(WG) offers also a platform for risk assessors and risk managers to exchange 

expertise.  
 

With regard to draft implementing act for amending EC Reg 283/2013, EC 
underlined the central role in the new data requirements for the biological 

properties (e.g. the capacity of the microorganism of generating ‘metabolites of 
concern’).  

Lastly, EC pointed out that the amendment of the data requirements for 
microorganisms represents a big step forward to facilitate the placing on the 
market of PPPs based on microorganisms. It is now to applicants to generate and 

provide data, and to risk assessors to evaluate these data following a ‘need to 
know’ approach (and not ‘nice to know’), and focus on biology and ecology of the 

microorganism). This should also be reflected in a revised template of the EFSA 
conclusions on microbial active substances. Collaboration with EFSA in this regard 
is ongoing. 

 

Q&A: 

▪ Following a request whether the new draft template for EFSA conclusions for 
microorganisms will be circulated (and when) to PSN, it has been indicated that 
an EC-EFSA consultation is still on going on the revised template. Once a stable 

draft is available it will be consulted with PSN at a meeting or via written 
procedure.  

 

Action point: 

EC and EFSA to finalise the consultation on the update of the template for the 
EFSA Conclusions on microbial active substances to the new data requirements 

 

6. Presentation of CRA for craniofacial alterations 

EFSA presented a retrospective analysis of the cumulative risk assessment (CRA) 

of craniofacial alterations by residues of pesticides. The concept of CRA was for 
the first time introduced in the framework of Regulation 396/2005, on setting of 
maximum residue levels (MRLs) for pesticides, and of Regulation 1107/2009, on 

placing on the market of PPPs. From 2009 onwards, a number of developmental 
activities for pesticides in the frame of CRA started, i.e., Tiered methodology for 

cumulative risk assessment (PPR, 2009); Methodology for probabilistic exposure 
assessment (PPR, 2012); Methodology for cumulative assessment groups (PPR, 

2013); Monte Carlo Risk Assessment software (ACROPOLIS Project, 2013). 
Moreover, between 2014 and 2022, EFSA had been working on projects on 
retrospective CRA: i) software development (RIVM: MCRA, EFSA: SAS®-based), 

pilot project on effects on the thyroid and the nervous system (2016-2019), 
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project on chronic Acetylcholinesterase (AChE) inhibition (2020), craniofacial 
alterations (2021-22). 

With respect to the CRA on craniofacial alterations, the assessment question was: 
what was the cumulative risk of craniofacial alterations for European consumers 

resulting from dietary exposure to pesticide residues from 2017 to 2019? 

The following objectives of protection were set:  

▪ combined (total) margin of exposure (MOET) of 100 at 99.9th percentile of 

exposure (Standing Committee on Plants, Animals, Food and Feed of 18–19 

September 2018) 

▪ MOET of 500 for the severity of the effect, by analogy to the assessment 

practices under Regulation (EC) No 1107/2009 

Two types of craniofacial alterations were identified as relevant (i.e. two 
Cumulative Assessment Group (CAGs) set), i) craniofacial alterations due to 

abnormal skeletal development and ii) head soft tissue alterations, brain and 
neural tube defects, and these were considered in the toxicological assessment. 

85 active substances (a.s.) were considered and 41 a.s., or metabolites, were 
included in both CAGs. 

For running the cumulative exposure assessment a probabilistic modelling was 
used, using Tier II modalities defined by the PAFF committee 

(https://ec.europa.eu/food/plants/pesticides/maximum-residue-
levels/cumulative-risk-assessment/technical-annex_en ).  

Population groups of women of childbearing age in 14 countries and monitoring 

data from the 3-year cycle 2017-2018-2019 for 36 Raw Primary Commodity 
(RPCs) plus olive oil and wine were considered. The identified risk drivers were 

the following a.s.: 2,4-D, chlorpyrifos, cyproconazole, deltamethrin, folpet, 

mancozeb, tebuconazole and thiabendazole.  

An uncertainty analysis based on expert knowledge elicitation (EKE) methodology 
was carried out. 1st EKE question (EKE Q 1) was the evaluation of each individual 

uncertainty (toxicology and exposure) for German population, EKE Q 2: elicitation 
on the overall impact of toxicology & exposure uncertainties for German 
population; EKE Q 3: elicitation of the overall uncertainty taking account of 

dependencies and population-specific issues.  

Results of the CRA for soft tissues and brain alteration, sorted by MS, were 

presented showing that the probability for the MOET, at 99.9th percentile of 
cumulative exposure distribution, of being >100 (the set objective of protection) 

was always 100% in all MSs. With regard to the other objective of protection, 
MOET of 500 for the severity of the effect at 99.9th percentile of cumulative 
exposure distribution, the probability of having MOET > 500 was 95-100% for 

most of MSs with some exceptions, i.e. in DE, 66 -95%, in RO and FI, 85-100%, 
in CZ, 90-99%. 

Results of the CRA for skeletal alteration, sorted by MS, were presented 
showing the probability of the MOET, at 99.9th percentile of cumulative exposure 
distribution, of being >100 was 99-100% for most of MSs with exception for CZ 

(97-100%) and GE (93-100%). For the other objective of protection, the 
probability of having MOET > 500 was 33-66% for most of MSs, for LT 60-90%, 

SE 50-80% and RO 10-50%. DE showed having the lowest probability, 5-33%. 

 

https://ec.europa.eu/food/plants/pesticides/maximum-residue-levels/cumulative-risk-assessment/technical-annex_en
https://ec.europa.eu/food/plants/pesticides/maximum-residue-levels/cumulative-risk-assessment/technical-annex_en
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Q&A: 

▪ It has been clarified that the aim of this retrospective CRA of craniofacial 

alterations by residues of pesticides, it is to verify whether the objectives of 
protection set are met and thus adequately protecting the EU citizens. Should 

these protections goals be not met, then actions may be undertaken e.g. 
withdrawing some PPP authorisations, requiring additional information to a.s. 
producers to mitigate the calculations that had been made in the context of 

the CRA. 

▪ MS DE asked the following: as shown in slides 7 and 8, at the MOET of 100, 

which reflects the typically used safety factor, there is only a low probability 
for any consumer group to be at risk. However, with a MOET of 500 this looks 
different, indicating that when considering the severity of the effect in the 

choice of the target MoE, the cumulative assessment would point to a potential 
health concern. As the selection of MOET is key for the assessment, risk 

assessment should be asked to decide on the appropriate MOET for effects such 
as craniofacial malformations and on a communication strategy to present 
results to the public. 

EFSA: The decision about most appropriate MOET to be used as regulatory 
threshold belongs to Risks Managers. After approval of the scientific report, the 

results will be communicated by EFSA to the PAFF committee, highlighting key 
points behind the calculations to be considered for their interpretation.  

 

7. OpEx Guidance/Calculator 

EFSA presented the first update of the OpEX Guidance 2022.  

 

The first EFSA guidance on the assessment of exposure of operators, workers, 

residents and bystanders in RA for PPPs was issued in 2014. That guidance 
contained scenarios for outdoor uses, an annexed calculator and 
recommendations for further research. Later, in 2018 an open call for new 

scientific information/data was launched with the aim of updating the guidance. 
Data on a limited number of open issues have been obtained and considered for 

the update of the guidance and annexed calculator.  

The general principles supporting the guidance update were identification of data 

sources, traceability of information, criteria including validity and relevance, and 
reproducibility of outcomes. In accordance with these principles, the update was 
based on the use of validated databases with supporting raw data and the use of 

peer reviewed information (if indications that a more protective approach was 
appropriate). In 2018, an EFSA WG was established tasked for preparing the new 

Guidance document; with outsourcing for the assessment of the literature review 
on the dissipation rate (DT50). The draft guidance underwent public consultation 

in March – May 2021 and the final guidance was adopted in November 2021 and 
published in January 2022. On 25th February 2022 a webinar on the new OPEX 
calculator for non-dietary exposure to plant protection products was held by EFSA. 

EFSA illustrated the parts of the guidance document which were updated, namely: 

✓ Update of some human parameters, i.e. default values for inhalation rates 

and default surface area for body parts 

https://www.efsa.europa.eu/en/efsajournal/pub/7032
https://www.efsa.europa.eu/en/consultations/call/180618
https://www.efsa.europa.eu/en/consultations/call/180618
https://www.efsa.europa.eu/en/events/webinar-opex-calculator-non-dietary-exposure-plant-protection-products
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✓ Revision/update of some crop parameters, i.e. dislodgeable foliar residue 
(DFR), dissipation rate (DT 50) and transfer coefficients. 

✓ New scenario, i.e. greenhouse agricultural operator exposure model 
(Appendix A) 

✓ The new OPEX calculator (Annex E). 

 

The new OPEX calculator (online tool) contains improved functionalities: 

✓ Inclusion of GH scenarios 

✓ Update of mixing/loading data 

✓ Rounding of coefficients in formulas 

✓ Inclusion of inhalation exposure 

✓ Optional calculation of air concentration 

✓ Inclusion of soil-borne residue approach 

✓ Pro-rata calculation of dermal absorption 

✓ Inclusion of safe re-entry period calculation 

✓ Combined exposure for different active substances in one product 

✓ Generation of a report with detailed results 

✓ Including an info-sheet and info bullets for the users 

 

Also, recommendations for future update were identified in the updated guidance: 

1. With respect to operators exposure: seed treatments, post-harvest 

(indoor) uses, single plant use, paintbrush uses, home garden uses 

(amateur uses). 

2. With respect to workers exposure: data to address acute exposure, 
vineyard re-entry, sowing treated seed, data to improve dermal TC 
database (eg cotton harvest), data for inhalation in greenhouses, good 

quality DFR & DT50 data. 

3. With respect to bystanders and residents exposure: data/models for 

uses on high crops and sowing treated seed, qualitative/quantitative 
information on pathways of exposure, data on human parameters for age 

categories 

4. Risk mitigation measures: data on protection by PPE, technical and 
engineering controls.  

5. General recommendations: data/info on hand-to-mouth transfer, aggregate 
and additional combined exposures (multiple products), statistical analysis 

of small datasets (>10) for acute exposure assessment. 

In view of the next update, EFSA on 28 March 2022 organised a workshop with 

stakeholders. During this event, a mid-term vision on future steps and 
methodology for the collection and assessment of evidence was presented by 
EFSA, and priorities were also identified by the participants (in a survey). 

Representative from a Member State, industry and university provided summary 

https://www.efsa.europa.eu/it/events/stakeholder-workshop-next-update-efsa-guidance-non-dietary-exposure-pesticides
https://www.efsa.europa.eu/it/events/stakeholder-workshop-next-update-efsa-guidance-non-dietary-exposure-pesticides


8 

 

information on finalised, ongoing and future projects in the field of non-dietary 
exposure to pesticides.  

 

Q&A: 

▪ EC has indicated that the updated OpEx guidance is in the process of being 
taken note by the Standing Committee. The Standing Committee is 
committed to have a speed endorsement and implementing date. 

▪ EFSA has clarified that in the additional scenario calculating exposure in 
greenhouse, there is no differentiation between types of greenhouses for 

operators (e.g. tunnel greenhouse or high technological greenhouse). 

 

8. New Approach Methodologies (NAMs) for Developmental 

Neurotoxicity (DNT) 

EFSA reported to the PSN feedback on the New Approach Methodologies (NAMs) 
for Developmental Neurotoxicity (DNT). Developmental neurotoxicity is defined as 
“any adverse effects on the normal development of the nervous system structure 

or function”. The legal framework for DNT to be referred to is: 

▪ EC Regulation No 283/2013: “When indicated by observations in other 

studies or the mode of action of the test substance, supplementary studies 
or information may be required to provide information on the postnatal 
manifestation of effects such as developmental neurotoxicity”. 

▪ Annex II of the Regulation No 1107/2009, DNT is considered “a critical 
effect of particular significance”. When the critical effect is judged of 

particular significance, an increased margin of safety shall be considered, 
and applied if necessary. 

The current testing paradigm based on triggered DNT guideline in-vivo study 

(OECD TG 426 and OECD TG 443) requires a screening assessment of motor and 
sensory function, learning and memory (OECD TG 426 only), and neuropathology 

(including morphometric assessment) following maternal exposure. 

EFSA presented how it has moved forward over the years to implement an 
integrated DNT testing strategy: 

- 2013: the EFSA Panel on Plant Protection Products and their Residues (PPR) 
issued a scientific opinion on the developmental neurotoxicity potential of 

acetamiprid and imidacloprid. The Panel concluded that both active substances 
may affect neuronal development and function, although several  
methodological  limitations  were  identified. For the first time the PPR Panel 

concluded that there was the need to have better in vitro DNT data. In this 
respect, the Panel encouraged the definition of  clear  and  consistent  criteria  

at  EU  level  to  trigger  submission  of  mandatory  DNT studies,  including  
development  of  an  integrated  DNT  testing  strategy  composed  of  robust,  
reliable and validated in vitro assays. 

 
- 2016: An OECD/EFSA Workshop on DNT, focused on non-animal test methods 

for regulatory purposes, was held with the aim of: 
 

https://www.efsa.europa.eu/it/efsajournal/pub/3471
https://www.efsa.europa.eu/it/efsajournal/pub/3471
https://www.efsa.europa.eu/en/events/event/oecdefsa-workshop-developmental-neurotoxicity-dnt-use-non-animal-test
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o developing consensus on which testing battery of alternative DNT 
methods could be applied and used in a fit for purpose manner for i) 

chemical screening for prioritization or ii) hazard identification for 
specific chemical risk assessment; 

 
o depending on the level of readiness of the alternative test methods, 

identifying what next steps are needed to encourage the regulatory use 

of the alternative methods either individually or in combination; 
 

o outlining what could become an integrated approach to testing and 
assessment (IATA) for the purposes for screening and prioritization or 
for hazard assessment. 

 
As a follow up, the EFSA Pesticide Unit, together with US EPA, Danish EPA and 

JRC submitted a Standard Project Submission Form (SPSF) to OECD for the 
development of an OECD GD on use and interpretation of in vitro DNT assays. 
 

- 2019/2020: the IATA DNT WG was established under PPR Panel to develop 
IATA case studies on DNT Risk Assessment. In this respect, a call for tenders 

was launched (procurement) to establish a priori protocol for the 
implementation and interpretation of an in-vitro testing battery for the 

assessment of developmental neurotoxicity. The contractor set up a human 
cell-based DNT in vitro testing strategy based on test methods with high 
readiness and data generated therefrom. This testing battery was tested with 

119 chemicals for which rich toxicological information was available (for some 
of them also on their DNT hazard).  

Aim of the IATA DNT WG was to assess the applicability of the in vitro battery 
testing strategy in the pesticides RA in the context of the European pesticide 

Regulations (EU) 283/2013 and (EC) 1107/2009. 
 

- 2021: The PPR Panel adopted a scientific opinion on the Development of 

Integrated Approaches to Testing and Assessment (IATA) case studies on 
developmental neurotoxicity (DNT) risk assessment. The overall activity led to 

improved interpretation of human data by providing a plausible mechanistic 
link to adverse outcomes, which would support their contextualisation in the 
risk assessment process. This Scientific Opinion allows the PPR Panel to draft 

several recommendations for the implementation of the adverse outcome 
pathway (AOP)-informed IATA methodology and of the DNT-in vitro testing 

battery (IVB) in the regulatory risk assessment of pesticides. Moreover, two 
case studies presented in this opinion were approved in the 7th CSP IATA 
OECD., November 2021. 

 
- Since 2017, EFSA is co-chairing with the US-EPA, the OECD DNT expert group. 

Aim of this expert group is to include the in vitro DNT assays in the testing 
paradigm for DNT. The main goal is promoting  better understanding of in vitro 
DNT and its acceptance for use in risk decisions. See also paper by Sachanna 

et al., 2021. Biology 2021, 10(2), 86. A draft OECD guidance document (GD) 
on the use of the DNT In Vitro Battery, based on an IATA framework has been 

developed, providing regulatory relevant examples through case studies 
(second draft of the GD submitted to WNT in April 2022 for a possible 

endorsement in 2023(March 2023).  
 

https://efsa.onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2020.EN-1938
https://efsa.onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2020.EN-1938
https://efsa.onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2020.EN-1938
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2021.6599
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2021.6599
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2021.6599
file:///C:/Users/mangair/Downloads/biology-10-00086.pdf
file:///C:/Users/mangair/Downloads/biology-10-00086.pdf
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- 2022: EFSA arranged a European stakeholders' workshop on new approach 
methodologies (NAMs) for developmental neurotoxicity (DNT) and their use in 

the regulatory risk assessment of chemicals. The main goal of the workshop 
was to assess any regulated chemical for DNT using an integrated approach 

(IATA) and minimize the request of DNT in vivo guideline studies; this 

throughout an effective science-policy interface.  
The workshop was attended by 170 representatives of the European Chemicals 
Agency (ECHA), the European Commission, industry, NGOs, EU Member 
States, and academia. There were three breakout sessions focused on three 

main questions: 

1. What is needed in the short term to reach the goal? 
2. What level of uncertainty are regulators and assessors ready to accept by 

changing paradigm, against the non-testing alternative? 
3. What are the critical scientific and legislative regulatory hurdles to 

including the DNT-IVB in regulatory chemical risk assessment? 

The group unanimously agreed that NAMs can be used immediately as available 
evidence in the weight of evidence analysis, read across and screening priority 
for DNT but that more work is necessary to substantiate inter-laboratory 

reproducibility, laboratory accessibility and development of specific test 
guideline for method descriptions. It was acknowledged that a different 

uncertainty level can be tolerated depending on the regulatory problem 
formulation. The group also supported the finalisation of the OECD DNT guidance 
on the use of DNT in vitro testing battery as a general guidance and inspirational 

document for further work on jurisdiction specific tiered approaches. 

EFSA is currently considering the following activities in the context of the DNT 
project: 

 
- Data analysis: building regulators confidence on DNT-IVB data analysis 

by building a common analytical pipeline  

- In vivo in vitro concordance analysis: mapping better the DNT IVB 
uncertainties and improve interpretation by expanding the DNT in-vivo 
database for correlative in vitro/in vivo analysis 

- International collaboration: strengthening the collaboration with US EPA 
and Health Canada in developing case studies. 

- More IATA case studies: developing IATA case studies for DNT hazard 
characterization for pesticides using NAM and use them for derivation 
of point of departure (PoD). 

- Test more substances: test more pesticides active substances to 
implement the current database for in vitro DNT and use this opportunity 

to set the inter laboratory reproducibility 
 

EFSA indicated that NAMs (i.e. DNT IVB) are offering an opportunity to address a 

scientific and societal need, i.e. assessing all chemicals for DNT (in line with EU 
chemical strategy and the EU green deal). The main challenges to be overcome, 

in order to implement its regulatory use were also outlined:  
 

▪ sponsoring of intra laboratory reproducibility and laboratory accessibility. 

▪ sponsoring the development of internationally accepted test guidance for 
the DNT-IVB . 

https://www.efsa.europa.eu/en/events/european-stakeholders-workshop-new-approach-methodologies-nams-developmental-neurotoxicity
https://www.efsa.europa.eu/en/events/european-stakeholders-workshop-new-approach-methodologies-nams-developmental-neurotoxicity
https://www.efsa.europa.eu/en/events/european-stakeholders-workshop-new-approach-methodologies-nams-developmental-neurotoxicity
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▪ defining jurisdiction specific tiered approaches 
 

Q&A 

▪ It was requested why only a.s. acetamiprid and imidacloprid were indicated 

in the presentation with regard to DNT endpoint. It was clarified that these 
two a.s. were the first for which the PPR Panel concluded on the need of 
having in vitro data for DNT. 

 

9. EC Request for a Scientific Report on the impact of the use of 
azole fungicides, other than as human medicines, on the 

development of azole-resistant Aspergillus spp. 

EFSA presented the EC request for a Scientific Report on the impact of the use of 
azole fungicides, other than as human medicines, on the development of azole-

resistant Aspergillus spp. 
 
Many Aspergillus species are common and naturally occurring saprophytic fungi 

found in soil, to which humans are commonly exposed through inhalation under 
normal circumstances. In healthy individuals the spores are rapidly cleared from 

the airways, however a range of diseases may be caused in specific patient groups. 
Many Aspergillus infections (“aspergillosis”) are treated with azoles-based 
medicines with alternatives being limited. However, the emergence of azole-

resistant Aspergillus spp. is reducing the effectiveness of medicinal azole 
treatments.  

Resistance may develop during treatment with azole medicines (patient route) 
but may also develop in the environment (environmental route).  

There is growing evidence that Aspergillus spp. acquire resistance mutations when 
exposed to azoles in the environment. The incidence of environmental resistance 
has been increasing over the past decade and azole resistant Aspergillus (in 

particular A. fumigatus) isolates have been found in patients not previously treated 
with azole-based medicines. 

Overall, the environmental route of resistance development could have serious 
implications for the management of infected patients leading to failure of azole 
therapy and serious health outcomes including mortality, particularly in patients 

with invasive aspergillosis. 
It was stressed that the understanding of A. fumigatus azole resistance 

development and its evolution is fundamental in order to prevent or minimize its 
impact.  
EFSA was mandated, jointly with ECHA, EMA, ECDC, EEA +JRC, by EC to issue a 

scientific report on the impact of the use of azole fungicides, other than as human 
medicines, on the development of azole-resistant Aspergillus spp. EFSA will be 

leading this mandate. 
 
The mandate aims to address several Terms of reference (ToR): 

▪ Collect data about the use of azole fungicides (types of use, quantities, 
geographical variation etc) 

▪ Identify causative link between the use of azole fungicides, other than as 

human medicines, and the development of azole resistant Aspergiullus species.   
▪ In case a link is confirmed between exposure to azoles (in the environment) 

and development of resistance:   
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▪ Consider epidemiology of azole resistant human infections caused by 
Aspergillus species acquiring resistance in the environment considering 

patient exposure and transmission routes, in particular aerial dispersal;   
▪ Risk to health be quantified in terms of levels of morbidity/mortality (including 

from occupational exposure e.g. to workers involved in agriculture or waste 
processing). 

▪ Review the drivers/selection dynamics behind the development of 

environmental resistance in Aspergillus in “hotspots” 
▪ Identify measures that could be implemented with respect to the use of azole 

fungicides and storage/processing of (waste) materials with azole residues 
and metabolites to prevent or minimise the development of env. resistance or 
minimise the spread of resistant Aspergillus into patients; 

▪ Identify the type of studies that could be provided by applicants   when 
submitting applications for approval of azole substances for use which would 

help to determine the risk of inducing mutations conferring resistance to 
medicinal azoles and which methodology should be used to assess that risk; 

▪ Identify any uncertainties and further research needs to inform decision-

making for azole substances and/or products containing them at EU and 
national level.  

Specific attention is given to the ‘Hotspot’ concept. Hotspot may be any 

environment that supports growth of A. fumigatus and contains azole fungicide 
residues may contribute to the environmental burden of azole resistance: Flower 

bulb waste, Green waste processing, Wood chippings, other. 

Several studies have been carried out in MSs (NL, DK, FR, NO..) and several 
projects are on-going to obtain a better understanding on resistance development 
and to provide information on fungicides that are important drivers to 

development of resistance. Tebuconazole, epoxiconazole, and prothioconazole 
being detected as the most frequently found fungicide residues in the hotspots 

In particular, for the development of azoles resistance in hotspots the mandate 

should address the identification of specific types of uses, individual classes of 
substances, and the use conditions that lead to the development of environmental 

resistance (including conditions during storage and processing of (waste) 
materials with azole residues), providing, if possible, an indication of the selection 
risk from different uses and the contribution of sectoral uses of azoles.  

Experimental work by JRC may be considered in order to provide additional 
information on this point. 

 
The mandate received on 14th Jan 2022 and was accepted on 7 April 2022, 
following agreement by all Agencies. Being complex in nature and considering 

coordination and agreement needed of the different tasks, as well as between the 
different agencies involved, the deadline for the scientific report is 30 months, 

by 15 July 2024. It was highlighted the particular role of the Member States in 
providing data.  

 

As a next step, the ToR1 has been launched and the 1st ToR1 meetings is planned 

in May. Substances relevant for the mandate and the type of data to be collected 
among Agencies will be part of the first discussions. The work has just started. 

Several work packages have been identified with specific tasks, and the 
methodology is being developed. 
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Q&A: 

See appendix II 

 

10. Bee Guidance Document: update 

EFSA presented an update on the on-going work related to the update of the EFSA 

Bee guidance. In 2019, EFSA received a mandate to revise the 2013 bee guidance 
with several Terms of reference (ToRs) including collecting data on bee mortality, 
revise the requirements for field studies, revise the crop attractiveness for pollen 

and nectar and risk assessment methodologies and support the definition of 
specific protection goals (SPGs).  

The EU Regulation defines General Protection Goals as no unacceptable effect on 
non-target organisms, including biodiversity. Specific Protection Goals would allow 

to clearly define: what to protect, to which extent and where. SPGs are defined in 
5 dimensions: biological entity, attribute, magnitude of effect, temporal and 
special scale of the effect2. 

EFSA supported risk managers (RM) to define the magnitude dimension for 
honeybees, EFSA assessed the background variability of the colony sizes in 19 

European environmental scenarios covering a range of geographical, climatic and 
beekeeping conditions, 10000 in-silico hives were simulated3. RM (AGRI FISH 

Council) agreed a value of 10% as the maximum permitted level of honeybee 

colony size reduction following pesticide exposure for the entire EU. 

Regarding bumble bees and solitary bees, EFSA published a supporting document 

with consolidated information and evidence to support RM decision about what 
needs to be protected and to what extent4, the discussion is still ongoing.  

Regarding crop attractiveness for pollen and nectar, relevant for the exposure in 

treated field (treated crop scenario), no information was available in literature for 
several crops. An expert knowledge elicitation (EKE) was performed to better 

define crop attractiveness. The outcome was the revision of the list of crops based 
on their attractiveness as available in EFSA, 20135 and address the critical issues 
for crops where data were scarce.  

Regarding the risk assessment methodologies, a review of the evidence on bee 
background mortality was published as Technical Report6 considering 11000 

papers in the systematic review and 5000 measurements included. Regarding the 

 
2EFSA PPR Panel, 2010. Scientific Opinion on the development of specific protection goal options for 
environmental risk assessment of pesticides, in particular in relation to the revision of the Guidance Documents 
on Aquatic and Terrestrial Ecotoxicology (SANCO/3268/2001 and SANCO/10329/2002).  
EFSA Journal, 8. doi:10.2903/j.efsa.2010.1821EFSA Scientific Committee, 2016. Guidance to develop specific 
protection goals options for environmental risk assessment at EFSA, in relation to biodiversity and 
ecosystem services. EFSA Journal, 14. doi: 10.2903/j.efsa.2016. 
3 EFSA      supporting      publication      2021:EN-6518. 79pp. doi:10.2903/sp.efsa.2021.EN-6518 
4 EFSA (European Food Safety Authority), Auteri D, Arce A, Ingels B, Marchesi M, Neri FM, Rundlöf M, Wassenberg 
J, 20  22. Analysis of the evidence to support the definition of Specific Protection Goals for bumble bees and 
solitary bees. EFSA supporting publication 2022 :EN-7125. 68   pp.  doi:10.2903/sp.efsa.2022  .EN-7125 
5 EFSA,   2013.  EFSA  Guidance  Document  on  the  risk  assessment  of  plant  protection  products  on  

bees  (Apis  mellifera, Bombus  spp.  and  solitary  bees).  EFSA  Journal  2013;11(7):3295,   268  pp., 
doi:10.2903/j.efsa.2013.3295 
6 EFSA  (European  Food  Safety  Authority), Ippolito  A, del  Aguila M,  Aiassa E, Muñoz Guajardo I, Neri FM, 
Alvarez F, Mosbach-Schulz O, SzentesC,2020.Review of the evidence on bee background mortality. EFSA 
supporting publication 2020:EN-1880. 76pp. doi:10.2903/sp.efsa.2020.EN-1880 
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dietary exposure a better estimation of food consumption and sugar content in 
nectar which are fundamental parameters for the residue intake. Being these 

parameters controversial, they are addressed via a systematic literature review, 
also better estimate of pesticides residues in pollen and nectar by analysing many 

residues trials and dissipation studies. Other scenarios are also considered for 
revision i.e. re-assessment of relevance of weed scenario (presence of weeds in 
the treated area) by analysing efficacy data. We also try to get a better use of the 

dose-response relationship by analysing a number of ecotoxicity studies in several 
species. Another element is the considerations of bee diversity in order to have 

better estimate of dietary exposure, contact exposure (bee surface area) and 
better prediction of difference in sensitivity. In the guidance another element that 
it is examined is the consideration of Time Reinforce Toxicity to cover substances 

that show toxic effects from longer exposure to low doses (concept already 
introduced in the EFSA, 2013). Methodology is proposed on that including risk 

assessment scheme on how to assess the substances that have those properties. 
For sublethal effects a proposal to identify and address concerns from sublethal 
effects (for honeybees) has been introduced in the revised guidance.  

Finally, regarding the revision of the requirement for higher tier studies these are 
under finalisation for honey bees, effects should be investigated on 

colony/population level and compared with the threshold of acceptable effects 
(e.g. 10% for honey bees); exposure at which effects are investigated should be 

worst-case relative to typical exposure that the application of a plant protection 
product may generate. For bumble bees and solitary bees this is pending on the 
agreement of the SPG by RM.  

EFSA was specifically requested to consult stakeholders and MSs in the revision of 
the bee guidance, an ad hoc consultation group of stakeholders was set up and 

there was engagement with MS through the Pesticide Steering Network. Overall, 
3 consultations with stakeholders and MSs took place, 4 workshops with Risk 
Managers on SPGs, 5 Info-sessions with stakeholders and MSs and several hearing 

experts (e.g. modelers, agronomists)7. As a next step, following the agreement of 
RM on the SPG for bumble bees and solitary bees, the WG will aim to finalise the 

GD and EFSA will launch a public consultation for minimum six weeks followed by 
the adoption the final guidance. Next step will be the endorsement by RM.  

 

Q&A: 

▪ MS DE requested clarifications on the identification of crops for bee 

attractiveness. DE informed on work carried out by OECD on crops for bee 
attractiveness in the framework of developing a honey guidance document 
and questioned whether the work done by EFSA is aligned with OECD list. 

EFSA clarified that the crop attractiveness for pollen and nectar considers 
attractiveness to bees, honeybees and solitary bees. If the crop is not 

attractive there will be no exposure from the crop and other sources of 
exposure need to be considered. Alignment with EPPO crop list was 
included, EFSA will further check OECD documents for possible alignment, 

if relevant. 

▪ Following question from MS DK it was clarified by EC that the SPG for 

bumble bees and solitary bees is awaiting reply by MSs, expected to be 

 
7 https://www.efsa.europa.eu/en/topics/topic/pesticides-and-bees-guidance-review 
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finalised in the upcoming Standing Committee. EFSA will be able to finalise 
the guidance and make it available for public consultation in a couple of 

months after the agreement on the SPC.  

 

11. Practical experience in Transparency Regulation (TR) 

implementation and performing Completeness Check. 

EFSA presented the practical experience in implementing the Transparency 
Regulation and performing completeness check. The purpose of the presentation 
was to provide feedback on the implementation of the Renewal pre-submission 

advice (RPSA) and collaboration with MS, collaboration under the IUCLID PSN 
subgroup and admissibility check in IUCLID (which comprises Completeness 

check, Notification of Studies check, Light check on confidential/personal data), 

GLP (compliance check and verification list) and completeness check of RAR. 

Regarding RPSA when providing general or renewal pre-submission advice to 
potential applicants operating in the area of plant protection products, EFSA works 

in close cooperation with the Member States (MS). EFSA, in line with the Practical 
Arrangements, is committed to share the advice and the related summaries with 
all the competent authorities of all MS for information. EFSA informed that a bi-

monthly report of general and renewal pre-submission advice will be generated 
soon and be provided to all MSs through Salesforce functionality. It was also 

reminded that Pre-submission advice and their summaries are available for MS on 
Connect.EFSA portal. 

From the navigation menu on Connect.EFSA portal, MS users can interact with 

EFSA and stay updated on pre-submission advice activities. By entering the Pre-
Submission Advice section, they can collaborate in drafting a RPSA related to the 

renewal of a pesticide active substance or access the full list of RPSA that have 
been already provided to potential applicants. It was also shown how MS users 

can navigate and access a General PSA request where they have been appointed 
by EFSA users as “request team” member, to access a PSA on renewal record 
created by EFSA after the closure of the public consultation on a list of intended 

studies and collaborate drafting it, to consult all Closed General and Renewal (pre-
submission advices) PSA requests provided to potential applicants. 

Regarding IUCLID, it was reminded that the IUCLID PSN subgroup was established 
at the end of 2021 with the participation of EFSA, DG SANTE, MSs and applicants 

to share information, exchange views and discuss issues. The IUCLID PSN 
subgroup - risk assessor channel, is a platform dedicated to Member State 
representatives, EFSA and DG SANTE. The minutes and presentations of the 

meetings of the IUCLID PSN subgroup are currently available in EFSA website8. 
Under the dedicated risk assessor channel, currently the focus is on the elements 

of the admissibility of IUCLID dossiers. MSs can contact EFSA for support during 

admissibility via the Ask a question - https://connect.efsa.europa.eu/RM/s/new-

ask-efsa-request. 

As for the first element of the admissibility, EFSA presented the main failures in 

the validation assistant check seen so far.  It was remained that the applicant 
should aim to have a complete dossier prior to submission: Quality and Business 

rules should all be resolved. MS should run a new Validation assistance check just 

 
8 IUCLID PSN subgroup meetings are available here: https://www.efsa.europa.eu/en/events/advanced-
search?f[1]=event_participant:670&sort=computed_sort_date&order=desc 

https://connect.efsa.europa.eu/RM/s/new-ask-efsa-request
https://connect.efsa.europa.eu/RM/s/new-ask-efsa-request
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before declaring the dossier admissible. Quality rules were mentioned where 
failures are regularly encountered: Missing endpoint study records either as key 

study, WoE, data waiving; missing justification on a confidentiality flag meaning 

that data protection is not complete; missing sanitised version of documents under 
the 'Attached background material’ field or ‘Overall remarks, attachments’ field.  

Second element of the admissibility is the IUCLID NoS check, the NOS report lists 

all studies reported by the applicant in the literature reference entity and in the 

dossier header (in case of justified studies). It consists of three tables9 and a 

justification shall be provided in the dossier header of IUCLID in case a study has 
been notified in the database (NoS ID) but not included in the dossier (studies 

notified and then withdrawn, notified with delay or notified but not submitted in 
the application).  

In relation to third element of the admissibility, i.e. the light check on 
personal/confidential data, it was reminded that EFSA is regularly prevented from 
publishing admissible dossiers due to the presence of unsanitised personal data. 

On 21 March a document was shared with the MS encouraging them to check 
several items before declaring admissibility (light admissibility check). 

Regarding the GLP compliance check the verification of GLP status of studies 
during completeness /admissibility check is the responsibility of RMS/EMS for the 
pesticide applications. The verification of the GLP statues includes checking ‘at 

least’: the GLP compliance statement, QA certificate, the study director signature 
and date. It was highlighted the GLP annual audit programme where the National 

monitoring authority (MA) plans inspections on certain testing facilities conducting 
GLP studies. EFSA performs a selection of such studies part of dossiers (both for 
non-pest and pesticides). Study audit report produced by MA informs on fulfilment 

of GLP principles. Follow-up actions depend on type of GLP non-compliance and 
are based on the requirement of each specific sectoral legislation. A GLP 

verification list has been developed and is currently for internal use by EFSA and 
GLP WG (on a limited number of case studies) and foresees an extensive check in 

line with the OECD GD N° 20. There is a GLP outsourcing planned for Q2 of 2022, 
in particular an EFSA Grant for Art. 36 list of organisations. The Scope of the GLP 

outsourcing is to verify whether the GLP verification list is ‘fit-for-purpose’ and 
pilot its application (a number of GLP studies will be part of the pilot across 
different regulatory areas), should define follow-up action in case of deviations or 

non-compliances. A training to MSs on the use of checklist is foreseen as part of 
the GLP outsourcing. 

Feedback on the Completeness Check to Assessment Reports based on the EFSA 
Administrative Guidance (2019) was presented. The most common requests for 
revision in assessment reports were presented:   

• ED assessment presentation: the structure of Appendix I to the Admin 
Guidance including lines of evidence and individual study assessment should 

be followed; 

 
9 Table 2.1: Contains a list of Notification of Studies (NoS) IDs that have been notified in the database but are 
not included in the dossier. A justification for non-inclusion is provided next to each NoS ID. 
Table 3.1: Shows all studies commissioned/carried out after 27 March 2021 and for which a NoS ID has been 
provided in IUCLID.  
Table 4.1: Contains a list of all study reports performed in or later than 2021 for which a NoS ID has not been 
provided in the corresponding literature reference (IUCLID). The remarks of each study should provide a 
justification for the lack of notification e.g., study carried out/commissioned before 27 March 2021. 

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/sp.efsa.2019.EN-1612
https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/sp.efsa.2019.EN-1612
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• Presentation of individual studies: in Vol. 3 CA/CP B5-B9 the template of 
Appendix E of the Admin Guidance including applicant’s and RMS views should 

be followed; 
• Overview table for analytical methods used for risk assessment to be included 

in Vol. 3 CA/CP B5; 
• Literature search presentation: databases, search strategy and date, input 

parameters, search terms, search results, evaluation, relevance criteria, 

summary of studies evaluated; 
• GAP table format 

• Attachments: PRIMo, Animal Model, Appendix G. 
 

It was finally reminded that the full Completeness Checklist10 is fully applicable. 

 

Q&A: 

- PSN indicated that for some studies there is no GLP obligation (e.g. studies 
conducted before the GLP requirements were put in place) and it was asked 
whether there is a place in IUCLID to flag this. EFSA explained that in 

IUCLID there is the possibility to flag the GLP status of a study but there is 
no automatic indication if a study should be according to GLP or not. 

- Clarification was sought whether the appendices of the previous version of 
the EFSA administrative guidance on submission of dossiers11 should be 

used/included in IUCLID or not (e.g. Appendix E for presenting individual 
studies or Appendix I for ED assessment presentation). EFSA indicated that 
in the introduction of the revised IUCLID manual, a mapping of the 

appendices of the 2019 EFSA Administrative Guidance to IUCLID documents 
was included. In particular, Appendix E has been dismissed since the Report 

generator tool will generate a report shaped on structure of the Appendix E 
of the old EFSA administrative guidance; Appendix I is also dismissed, since 
a specific document (11.4 - Endocrine Disrupting properties) has been 

included in IUCLID shaped on the Appendix I of the 2019 EFSA 
administrative guidance. 

- It was clarified where the ED assessment should be placed in the updated 
RAR, i.e. overall assessment for both human health and non-target 
organisms (NTOs) in Volume 1 with respective individual study summaries 

in Volume 3 B6/B9 (see also section 3.16 of the Administrative Guidance12). 

- PSN did request whether the RMS has to run a new Validation Assistance 

(VA) check and Notification of the Studies (NoS) check when new data are 
submitted after the admissibility check (i.e. after the dossier has been 
declared as admissible). EFSA explained that if a re-submission of an 

 
10 Available at: 

https://efsa.onlinelibrary.wiley.com/action/downloadSupplement?doi=10.2903%2Fsp.efs

a.2019.EN-1612&file=efs31612e-sup-0001-SupInfo.zip  

 
11 European Food Safety Authority 2019. Administrative guidance on submission of dossiers and assessment reports for 

the peer-review of pesticide active substances, EFSA supporting publication 2019: 16( 4): EN-1612. 49 pp. doi: 

10.2903/sp.efsa.2019.EN-1612 
12 European Food Safety Authority, 2021. Administrative guidance on submission of dossiers and assessment 
reports  for  the  peer-review  of  pesticide  active  substances and  on  the maximum residue level 
(MRL)application procedure, EFSA supporting publication 2021:EN-6464. 77pp. doi:10.2903/sp.efsa.2021.EN-
6464 

https://doi.org/10.5281/zenodo.5091463
https://efsa.onlinelibrary.wiley.com/action/downloadSupplement?doi=10.2903%2Fsp.efsa.2019.EN-1612&file=efs31612e-sup-0001-SupInfo.zip
https://efsa.onlinelibrary.wiley.com/action/downloadSupplement?doi=10.2903%2Fsp.efsa.2019.EN-1612&file=efs31612e-sup-0001-SupInfo.zip
https://doi.org/10.2903/sp.efsa.2019.EN-1612
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application, (before admissibility), is explicitly requested by the RMS, then 
at the moment of the re-submission EFSA is available in providing RMS/EMS 

with indications on how to proceed with the admissibility check, e.g. VA and 
NoS checks. In general, a new re-submission triggers a new VA and a new 

NoS check. More precisely, the RMS should run the validation report and 
the NoS report just before declaring the dossier admissible. This prevents 
issues in case there have been IUCLID updates. So, all validation rules are 

taken into account and are up and running, checking the dossier just before 
the RMS establishes it is complete, all NoS information is fine, and it has 

passed the light confidentiality check. In case a dossier has been declared 
admissible, there is no legal provision which stipulates a new admissibility 
check. If an update is received after admissibility, this should be triggered 

by a request by an Authority (RMS/ESM). In such a case, it should be 
reminded that the updated dossier will be published at a certain stage of 

the process, therefore the EMS/RMS should take care that there are 
sanitised versions of documents otherwise EFSA will be prevented from 
publishing the updated dossier. The compare tool might be of support in 

identifying which are the new information.   

- MS DE asked clarifications regarding UUID13 and IUCLID submission. When 

the RMS communicates the results of the admissibility check to EFSA and 
EC with reference to dossier UUID as declared admissible by the RMS, 

should this information be communicated to all MSs as well? The requester 
advised to check the minutes of the IUCLID PSN subgroup. Indeed, RMS is 
expected to email the outcome of the admissibility check to EFSA, EC and 

MSs with reference among other elements to UUID which is dossier specific 
identifier and to the EU reference number14 that link all dossiers in the 

regulatory action. In addition, when sending the notification, the RMS is 
expected to make available to EFSA the following documents: validation 
assistant report, confidentiality assessment report, notification of studies 

report. At that point the version of UUID corresponds to the version of the 
dossier that RMS declares admissible and this will be the version to worked 

on for the risk assessment. 
  

- MS AT noted that the UUID may change in the ongoing confidentiality 

process or during the risk assessment phase. Though an email notification 
is sent when a new UUID dossier is submitted it was suggested to have at 

least the a.s. name and the RMS in the header of the email to allow easy 
identification of the latest dossier UUID submissions. EFSA took note of the 
suggestion. 

 

12. Update on confidentiality assessment 

EFSA’s Team for Transparency and Confidentiality (within the Legal Affairs 
Services (LA) unit) presented some recurring issues based on the first dossiers 

assessed via IUCLID and reminded the following instructions and 
recommendations for helping applicants when submitting the confidentiality 
requests via IUCLID:  

 

 
13 Universal Unique Identifier generated by IUCLID for each dossier submitted.   
14 Unique identifier to link all dossiers in the regulatory action (e.g. original dossier and all subsequent updates).   
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1. clear identification of the information claimed confidential and its 

location (i.e. which information is concerned by the request?) 
 
▪ When the information claimed confidential is contained in a specific 

IUCLID field, there is the need of: 
- identifying the specific piece of information claimed confidential; 
- identifying the specific field where this information can be found, 

e.g. ‘SITE.GeneralInfo.Remarks’ 
- verifying in the filtering rules whether this field is subject to the 

‘Unless_conf’ rule 
 

▪ When the information claimed confidential is in an attachment there is 
the need of: 

 

- identifying the attachment (in particular for literature references) 
- identifying the specific piece of information, by: 

i) quoting the specific piece of information claimed 
confidential (e.g. ‘name of the study director’),  

ii) referring to the exact page, paragraph and line or part 

 
In addition, the confidential items must be irreversibly blackened in the 

non-confidential version and earmarked in the confidential version. The 
applicant is strongly recommended to make use of the validation 

assistant. For literature references, the applicant has to insert the 
confidentiality flag and corresponding justification in each corresponding 

endpoint study record. 
 
2. identification of the legal basis for such claims (i.e. under which item of 

the closed-positive list?) 
 

The main legal framework is Regulation No 1107/2009 as amended (Article 
63) and, where relevant, it should be referred back to the specific legal 

basis in Regulation No 178/2002 (among the items listed in Article 39(2)). 
 
When not self-evident, justification as to how the specific piece of 

information falls under the claimed legal basis should be provided. 
 

3. submission of a compliant justification (i.e. is the justification 

compliant?) 
 
The justification must cover all elements listed in Article 10(b) of EFSA’s 
Practical Arrangements (except for personal data claims, where it is usually 

sufficient to clearly identify the item claimed confidential and specify the 

legal basis). The justification must be specific to the piece of information 
claimed confidential. It must only contain elements that are relevant to the 

specific confidentiality request. 
 
LA also informed that in March 2022 a new User Guide on the submission of 

confidentiality requests, developed based on the EFSA practical arrangements 
concerning confidentiality in accordance with Articles 7(3) and 16 of Regulation 
(EC) No 1107/2009 and the related Q&A document, was published and it is 

https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-confidentiality-Artt-7-and-16-of-regulation-1107-2009.pdf
https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-confidentiality-Artt-7-and-16-of-regulation-1107-2009.pdf
https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/210111-PAs-confidentiality-Artt-7-and-16-of-regulation-1107-2009.pdf
https://www.efsa.europa.eu/sites/default/files/2021-03/questions-and-answers-efsa-practical-arrangements.pdf
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available at the following link: 
https://www.efsa.europa.eu/en/applications/toolkit#connect-efsa.  

 
 

13. Guidance Document development/revision: updates 

In the absence of current developments, the topic was not discussed. The issue 

will be put on the PSN agenda once further updates will become available. 

 

14. GAP-table (list of uses) in DARs/RARs/LoEP 

MS DE gave a presentation on how to describe the Good Agricultural Practices 
(GAP) especially using an updated format in assessment reports (DARs/RARs) and 

LoEPs.  

DE highlighted the importance of having GAPs unambiguously defined (e. g. metric 

units/hectare and not concentrations in hL), to avoid any unclarities in the risk 
assessment. DE made reference to SANCO Guidance on data requirements on 
efficacy (SANCO/10054/2013 – rev. 3, 11 July 2013), where recommendations on 

the way of expressing application rates can be found.  

The principal objective of the efficacy evaluation of an active substance (a.s.) is 

to confirm that the doses are realistic and representative for all subsequent 
authorizations.  

According to this Guidance, the application rate should be reported as: application 

rate of the product / a.s. per ha: (Maximum) product rate / a.s. rate per treatment 
(usually kg or L product / ha). The dimension (g, kg) must be clearly specified. 

(Maximum) dose of a.s. per treatment (usually g, kg or L product / ha). 

DE underlined that a correct GAP table should clearly express the field rates in 
metric units, for both product & a.s.. DE presented an example of a GAP table that 

complies with the recommendations of the guidance document (Report on S-
Metolachlor, Volume 1 Rev. 2 – 4 November 2021).  

According to DE, defining the application rate as a range (e.g. the Assessment 
Sulcotrione List of uses evaluated for Annex-I-inclusion 31 July 2006) should be 
avoided, because it does not give a sound base for the assessment of efficacy, 

crop tolerance and effects on bees.  

Therefore, DE recommends to use the format of the GAP table currently used for 

zonal authorisations of PPPs. 

 

Q&A 

▪ There was agreement that it is essential to have clear, accurate and 
unambiguous GAP-tables to enable a proper assessment, not only for the 

efficacy part but also for other part of the risk assessment (RA) for pesticides 
(e.g. residues). Important key parameters reported in the GAP-table are the 
application rate, water volume used, full range of rates and timing of 

application. For microorganism-based pesticides, the application rates for the 
a.s. need to be expressed in appropriate units (e.g. CFU/ha).  

▪ EFSA highlighted that for new pesticide applications the use of IUCLID will be 
mandatory. In IUCLID the GAP information has to be reported in a different 

https://www.efsa.europa.eu/en/applications/toolkit
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format (individual GAP form for each use, including additional parameters that 
will allow to describe the use in more detail). Reports comparable with the 

current GAP tables can be created with the IUCLID report generator. However, 
also in the new system, it will be possible to report ranges for the application 

rate.    

▪ With regard to the DE proposal of not having reported in the GAP-table an 
application rate range but rather listing different uses with a defined application 

rate (e.g. according to season/crop), it was pointed out that this would not fit 
for the decision-making process (i.e. approval/not approval of the a.s.) as the 

range proposed for the a.s. would be missing. The full picture of a range of 
realistic uses (different crops/pests) needs to be assessment if submitted. It is 
recognised that the RA should be performed focussing on the worst-case 

scenario, i.e. at the maximum application rate indicated, nevertheless there is 
the regulatory need to assess the risk at lower Application rate if the upper 

rates are not safe, in order to provide all relevant information to the decision 
makers. In this regard, reference to section 3.2.2 of the EFSA Administrative 
GD was also made: 'In case the risk envelope approach is applied and thus the 

risk assessment is presented for the worst case GAP, it is recommended to also 
present the risk assessment for the less critical representative uses covered by 

other GAP forms, in particular if the risk assessment is close to the accepted 
trigger values or if there are indications that endpoints may change and thus 

this could impact the risk assessment. However, if for the same crop there are 
different GAPs, when a low risk is concluded, a risk assessment performed with 
the most critical GAP is sufficient. If a low risk is not concluded or mitigation 

measures are identified, the risk assessment should be performed also for the 
other, less critical, representative uses on the same crop (e.g. considering the 

lower application rate). Consideration of less critical GAPs by the applicant as 
well as risk mitigation measures, if appropriate, may facilitate identification of 
possible safe (sub)uses by risk managers during the decision-making phase. It 

is pointed out that only representative uses identified by the applicant should 
be considered in the draft assessment report and changes to the GAP forms 

should not be accepted during the evaluation or peer review’. 

Moreover, it was also mentioned that given that the toxicological reference 
values are often questioned during the peer review, applicant is requested to 

consider whether they wish to propose risk mitigation measures and/or higher 
tier studies to resolve the risk or to consider presenting exposure and risk 

assessment for the lower risk GAPs. (This can be done during the clock-stop 
window having considered the RMS’s assessment in DAR/RAR). 

▪ For the evaluation of the efficacy, it is necessary to specify the minimum 

effective dose rate for the different uses which should be assessed. A range for 
the application rate is considered not appropriate.  

• State of play on endocrine disruptors 

EFSA reported to the PSN about the state of play on endocrine disruptors (ED).  

Since 2018, until April 2022, EFSA has conducted 89 assessments on the ED 
properties of pesticides based on the new criteria for humans and/or non-target 
organisms in line with the ECHA-EFSA  Guidance for the identification of endocrine 

disruptors in the context of Regulations (EU) No 528/2012 and (EC) No 1107/2009 
(ECHA, EFSA, 2018). Particularly: 

https://www.efsa.europa.eu/en/supporting/pub/en-6464
https://www.efsa.europa.eu/en/supporting/pub/en-6464
https://www.efsa.europa.eu/en/efsajournal/pub/5311
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- up to April 2022, for 37 active substances the ED assessment has been 
finalised; for 32 out of these 37 a.s., the EFSA output is publicly available. 

Of these 32 a.s., 5 were identified as endocrine disruptors, for 20 a.s. the 
ED assessment was waived or identified as non-ED, for 7 a.s. additional 

data were needed to conclude.  

- For 5 a.s. the ED assessment publication is upcoming; 1 a.s. was concluded 
as ED and the remaining 4 non-ED or the ED assessment was waived. 

EFSA informed that for:  

▪ 45 a.s. the long-term (3-30 months) clock stop was applied as the ED data 

packages (for mammalian toxicology and/or ecotoxicology) were insufficient to 
enable an ED assessment. Of these 45: 

- 1 a.s was withdrawn; 

- for 22 a.s. the peer review resumed after the applicants’ submission of ED 
data: 

o Majority under assessment by the RMS; 

o 1 finalised 

o 3 to undergo soon or under public consultation  

- For 10 a.s. the additional ED data are due in 2022 

- For 9 a.s. the additional ED data are due in 2023 

- For 3 a.s. the additional ED data are due in 2024 

▪ 9 a.s. the 3 months clock stop was applied since the ED criteria were met. 

Of these 9 a.s., 6 have been finalised and 3 are currently ongoing, including 
an Art. 4(7) derogation assessment. 

In addition, EFSA presented specific cases in the frame of ED assessment: 

1. Conclusions under finalisation when new criteria entered into force: 
in this case, the ED assessments were prepared directly by EFSA (6 a.s. 

involved): 

o For 3 a.s. the conclusion was finalized and published (benalaxyl, 
benfluralin, pydiflumetofen) 

o For 3 a.s. the peer review has been resumed after the long-term ED 
clock stop (cyprodinil, flufenacet, milbemectin) 

2. Ad-hoc mandates upon request by Commission: conclusion already 
available, however ED needs to be re-assessed to allow informed 
decision by risk managers. Also in this case, the ED assessments were 

prepared directly by EFSA (10 a.s. involved):  

o For 6 a.s. the peer review has been resumed after the long-term ED 

clock stop (Mecoprop-P, Dichlorprop-P, Mepanipyrim, Phenmedipham, 
Spinosad, Trinexapac-ethyl) 

o For 2.a.s. the conclusion was finalized and published (asulam, 

Flumioxazin) 

o 2 a.s. under long term ED clock stop (Fosetyl, Clodinafop) 

3. Confirmatory data, conclusions after mandate (4 a.s. involved):  
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o for 2 a.s. the conclusion was finalized and published (Acibenzolar-S-
methyl, Thiabendazole) 

o for 2 a.s. the ED assessment is currently ongoing (Mesotrione, Flutianil) 

EFSA also briefly presented the activities of the EFSA Working Group (WG) on ED. 

The WG was established in 2020 and, so far, 7 meetings were held. The WG 
supported the ED assessment of 6 active substances: benthiavalicarb, clodinafop, 

acibenzolar-S-methyl, difenoconazole, metiram, thiabendazole. 

The WG also deals with more general topics, e.g. revision of Appendix A on thyroid 

disruption on humans, test methods for amphibians. EFSA also presented the 
remit of the WG and clarified that it can be consulted only before the Peer Review 
Experts’ meeting takes place to avoid for EFSA to peer review its own work, being 

both the Peer Review and the WG under EFSA’s responsibility. It was also clarified 
that RMSs may highlight the need for consulting the WG while drafting the RAR or 

for issues of more general nature.  EFSA also mentioned ED assessment for difficult 
substances. For non-target aquatic organisms, EFSA indicated that the OECD GD 

23 can be followed. This Guidance gives recommendation on how to test difficult 
substances and try to maintain exposure concentrations in water. This covers 
lipophilic, volatile, poorly soluble, highly degradable and multi-component 

substances.  

With regard to standard OECD TGs for in vitro testing, it was underlined that there 

is little indication on how to proceed. Quoting from OECD TG No. 455 (and it is 

expected that the same issue is also true for all in vitro assays): “Special 
considerations will need to be applied to those compounds that are highly volatile. 
In such cases, nearby control wells may generate false positives and this should 
be considered in light of expected and historical control values. In the few cases 

where volatility may be of concern, the use of “plate sealers” may help to 
effectively isolate individual wells during testing, and is therefore recommended 

in such cases”. Nevertheless, it is acknowledged that there is no real guidance to 
cover the additional difficult cases and EFSA possesses little experience on how to 

handle them. In this context, DE also highlighted the particular need for further 
guidance for substances that are difficult to test, such as lipophilic, volatile and 
multi-constituent substances (including impurities and plant extracts),  inorganic 

molecules,  and UVCB substances (Unknown or Variable composition, Complex 
reaction products or Biological materials). It was highlighted that discussions on 

dataset completeness, read across concept, UVCBs characterisation and testing / 
waiving strategy could also facilitate harmonisation of the ED assessment of 
different dossiers assessed under different regulations at different time points 

(Plant Protection Products Regulation (PPPR) and Biocidal Products Regulation 
(BPR)) in line with the ‘One substance - One Assessment’ approach. Overall, it is 

considered that issues arisen from difficult cases could eventually also form part 
of discussions in a Pesticides Peer Review meeting on general recurring issues.  

Indeed in their statement DE also proposed to organise a Pesticides Peer Review 
meeting on general recurring issues in mammalian toxicology with a focus on 
endocrine disruption to discuss “new” scientific questions, lessons learnt, 

precedent cases and / or list of issues / uncertainties identified during the peer 
review meetings and EFSA ED assessments. This could also facilitate RMSs to give 

instructions and input in response to applicants’ requests e.g. on new testing 
methods necessary for the ED MoA and mechanistic investigations. 
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Q&A 

▪ DE requested update concerning the activities by the Commission on the 
ED regulatory framework (e.g. introduction into Regulation (EC) No 

1272/2008 and further information on the current status of the impact 
assessment e.g. draft documents, deadlines, follow ups, new guidance, 
implementation). EC confirmed that currently discussions are ongoing at 

CARACAL, with no specific update yet available. For further developments 
MSs are encouraged to follow the CARACAL discussions. For PPP/biocides 

there are already agreed criteria established for ED, implemented by 
Regulation 2018/605 for pesticides and Commission Delegated Regulation 
(EU) 2017/2100 for biocides. In this context, EC made reference to Art.3 of 

EC Reg. 605/2018, namely that by 20 October 2025 EC shall present to the 
Standing Committee on Plants, Animals, Food and Feed an assessment of 

the experience gained from the application of the scientific criteria for the 
determination of endocrine disrupting properties introduced by the 
regulation.  

▪ DE raised the question as regards the possibility to know in advance which 
substances will be discussed at the EFSA ED WG meetings; since only the 

RMS or co-RMS is participating at the WG meeting, other MSs currently do 
not have access to the agenda points. In particular, Germany is proposing 

a regular open consultation by the MSs to the EFSA ED WG. On a regular 
basis (e.g. every quarter of the year) the MSs may indicate their wishes to 
include agenda points in the regular WG group meetings. In this way a 

presentation and a document with information for discussion can be 
prepared beforehand. EFSA clarified that according to the established 

procedure and remit of the WG, it’s up to EFSA to decide, based on the 
complexity, on which substances the ED WG is consulted. In case MSs face 
issues during the ED assessment or questions may arise during the 

DAR/RAR preparation, MSs can inform EFSA, or the need to consult the ED 
WG may be flagged in the DAR/RAR, for consideration of inclusion of the 

topic/substance on the ED WG agenda. 

▪ Following considerations from the network attendees on how and when 
there is the possibility to get consultation from the EFSA ED WG, it was 

indicated that the RMS can indicate in the assessment report the need to 
consult the WG. It was re-emphasized that for aspects of general nature, 

not connected to any specific substance, EFSA may be contacted by MSs 
and the item may be considered for future meetings of the WG or for a 
general Peer Review experts’ meeting where also the WG experts are 

invited.  Also, it was further clarified that the remit and the scope of the 
EFSA ED WG is different than the ECHA ED Expert Group and therefore 

similar working practice cannot be followed.  

▪ Concerning the question from DE as regards the regular update on the ED 
assessments, EFSA is sharing with EC on a quarterly basis an overview table 

with the status of assessments focussing on the substances under ED clock 
stop (last update provided was early April 2022). The table allows EC to 

anticipate possible extension of approvals and eventually the decision-
making timelines. EC is sharing this overview table with the MSs via the 
CIRCABC platform. 
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▪ It was communicated that EFSA is currently investigating the possibility to 
make the outcome of the ED assessments publicly available, at least for 

those substances where the peer review is finalised. MSs already have 
access to the ED database via the EFSA DMS containing the list of assessed 

substances, with the outcome of ED assessments including identified ED’s, 
for both ongoing and finalised cases. The database is updated regularly 
after each round of peer review meetings. 

 

Action points: 

▪ RMSs to highlight the eventual need for consulting the EFSA ED WG while 
drafting the DAR/RAR or for issues of more general nature. EFSA to consider 
the issues raised for future meetings of the EFSA ED WG or for a general 

Peer Review experts’ meeting where also the WG experts are invited. 

▪ EFSA to consider, if possible, sharing with MSs in advance which substances 

will be discussed in the EFSA ED WG meetings and to have regular 
consultation (e.g. every quarter of the year) by the MSs to the agenda of 
the EFSA ED WG when the MSs may indicate their wishes to include agenda 

points in the regular WG meetings. 

 

15. Replies to questions from Observers 

See Annex II 

 

CLOSED SESSION (15:30-16:00 CET) 

 

16. Draft document on Problem formulation for ERA in the context 

of Regulation (EC) No 1107/2009 

 
EC explained that a draft document on Problem formulation for Environmental Risk 

Assessment (ERA) in the context of Regulation (EC) No 1107/2009 has been 
developed in response to the outcome of the workshop held in February 2020 with 

MSs, stakeholder and members of the EFSA WG in the context of SPGs aiming to 
identify scenarios with limited environmental impact. EC also indicated that this 
document would be helpful in pre submission discussions on the expected 

environmental impacts of different scenarios between applicants and risk 
assessors as well as discussions during other steps of the risk assessment (e.g. 

peer review) or regulatory decision making. The document is relevant for certain 
types of PPPs/uses that are expected to have no or limited effect on the 
environment and thus it is expected that with such a document their placing on 

the market would be streamlined (e.g. microorganisms, pheromones, or specific 
uses in the GAP as greenhouse or storage rooms or uses with particular type of 

applications (dripping, drenching etc)). 
 
EC presented the steps: 

 
1. On 24th May, EC will hold an info session with MSs and stakeholder. The 

document will be shared through this info session. 
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2. MSs and stakeholders will be invited to provide case studies and feedback 
on the document.  

3. Final workshop followed by endorsement of the document by the Standing 
committee. 

 
The key studies are expected to get MSs familiarise with the method and will help 
to provide feedback on the document. It was stressed the importance of use of 

this methodology as early in the process (e.g. during the pre-submission 
meetings).   

 

17. Q&A  

 
Questions received upon registration as well as questions posed during the 

meeting were answered by EFSA (see Annex II). 
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ANNEX II 
List of questions from observers and answers 
 

Questions received upon registration as well as questions posed during the meeting were answered as follows: 

From Question Reply 

Mr Garth 
DRURY 
Staphyt 

(private) 

How does EFSA propose to evaluate the 
potential impact of azole fungicides on 
the development of azole-resistant 

Aspergillus spp? By monitoring and/or 
modelling? 

The work has just started. Several work packages have been 
identified with specific tasks, and the methodology is being 
developed. 

 
The starting point will likely be the assessment of available 

monitoring data and scientific literature. Depending on the 
outcomes it might be decided to proceed with the use of models. 

 
 

Mrs Adi 

CORNELESE 
(private) 

To our opinion the bee guidance focusses 

on the use of chemical pesticides. The 
general introduction says it applies to 

PPP which is general, however, the 
describe steps in the procedure are most 

suitable for chemicals that show dose 
response curve in the effect. This does 
definitely not apply to m.o. and to a 

lesser extend to natural substances. How 
does EFSA see this? Secondly the 

document refers to laboratory testing 
according to OECD guidelines which are 
clearly developed for chemical 

compounds. To apply such guidelines to 
m.o. misses the critical point of 

infectivity and pathogenicity as the 
indicator for adverse effect. Also, study 
duration is an issue. How would EFSA 

In the scope of the GD the following is indicated: 

 
“the guidance document covers the risk assessment for 

chemical active substance, mainly applied as spray, seed 
treatment and granules, although the principles of proposed risk 

assessment schemes are relevant for other methods of 
applications. The guidance document does not cover the risk 
assessment for micro-organism active substances.” 

 
As for the m.o. part of the question, since the effects from 

micro-organism active substances are related to infectivity and 
pathogenicity, for which dose-response relationship are not 
appropriate, EFSA considers that a fit-for-purpose GD would 

be needed.  
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see an adequate test for 

microorganisms? 
 

Mrs Tina 
METHA 
ADAMA 

(private)  
 

A number of anomalies have been 
observed with the new EFSA OPEX 
calculator - will these be corrected to 

ensure there are no errors in the 
calculations? 

Some disruptions/errors in the new calculator have been 
spotted and should be fixed in the coming weeks in an updated 
version of the calculator. An updated version of the calculator 

(v.0.3.22) has been already published since 25 April 2022 (see 
https://zenodo.org/record/5705448#.YnFL-dpBzD4 ). 

The next updates of the calculator will be considered together 
with the update of the guidance when new data will be included. 

Mr Laurent 
OGER 

CLE (private) 

Is there a development roadmap planned 
for updates of this calculator? We believe 

an external quality assurance check is 
needed as there are still bugs that need 
fixes before regulatory implementation. 

 

Mrs Jesica 

FABRO 
SAN Agrow 

Holding GmbH 
(private) 

Are there any intentions to amend 

SANCO/2020/12258 according to the 
new data requirements for microbial 

active substances? If yes, what are the 
estimated timelines and which aspects 
are under consideration for review? 

 

There is no timeline to update the SANCO guidance document 

(GD) for the time being, as it is quite recent, and the new data 
requirements are fitting to the existing GD. We need to gain 

experience and only in case of need, based on the practice, an 
update of the guidance may be envisaged.  

Mr Parvez 

HARIS 
De Montfort 

University, 
Leicester, 
United 

Kingdom 
(academia) 

 

Are there any publicly available data 

available that may be used to identify if 
certain population groups (age, sex, 

ethnicity) may be more vulnerable to 
exposure to pesticides because they 
consume foods that have the highest 

pesticide contamination likelihood? 

This is a purely scientific subject not under the direct remit of 

the PSN. 
The increased vulnerability to exposure to pesticides because of 

the consumption of highly contaminated food is not something 
we have worked on. We actually focused on the increased 
vulnerability of population categories from the risk point of view. 

The concept of vulnerable categories to exposure to chemicals 
is indeed subject of several EFSA outputs, and in the case of 

vulnerability, additional uncertainty factors are used to account 
for the increased vulnerability compared to the general 
population.  

https://zenodo.org/record/5705448#.YnFL-dpBzD4
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Mr Laurent 

OGER 
CLE (private) 

We understood a list was compiled with 

MS interest in seeing some guidance 
revised/developed, when will 
stakeholders be able to see this list and 

comment on it? 

Discussion in this regard is still on-going with MSs and EC. This 

topic will be put on the PSN agenda once further updates will 
become available. EFSA will inform the stakeholders once a 
workplan for guidance documents is finalised 

Christian 

Strupp 

Regarding the OPEX guidance revision: 

respecting the high pesticide-related 
workload at member state level, would 

you see a possibility to help/encourage 
member states to do a first evaluation of 
exposure data before EFSA peer review 

(i.e. also considering the exposure data 
from public domain in the calculator)? 

Just to clarify: the question was not for 
higher-tier data on a specific product 
during authorization, but for data to be 

included in the calculator. Typically, a 
member state takes the lead, and EFSA 

peer reviews. Now most member states 
are very hesitant to encourage in such a 
substantial task due to capacity issues. 

This has the potential to delay 
implementation of data into risk 

assessment. 
 

EFSA noted that this has been discussed during the workshop 

on the next update of the EFSA Guidance on non-dietary 
exposure to pesticides. Once defined practical steps (e.g. 

launching a procurement, grants), EFSA will come back to MSs 
on this in due time. 

 

Tiziana Sforza if I have well understood DFR cannot be 
changed. if we have different DFR from a 
study. how it works? 

 

Experimentally determined DFR values can also be entered in 
the calculator.  

Garth Drury Can you say something more on the 

Notification of Intended Studies (NoIS, 
required for EU renewals) procedure (in 

general) in terms of a) the proportion of 

In relation to Notification of Intended Studies to support the 

renewal of an application, EFSA gives advice on the content of the 
applicant and particularly on the design of the intended study 
proposed. We would like to clarify that EFSA is not in the position 

https://www.efsa.europa.eu/it/events/stakeholder-workshop-next-update-efsa-guidance-non-dietary-exposure-pesticides
https://www.efsa.europa.eu/it/events/stakeholder-workshop-next-update-efsa-guidance-non-dietary-exposure-pesticides
https://www.efsa.europa.eu/it/events/stakeholder-workshop-next-update-efsa-guidance-non-dietary-exposure-pesticides
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intended studies that were advised not 

to be done by EFSA or b) advice to add 
additional studies or c) amend study 
plans or protocols before they are 

started? Any other lessons learnt from 
the NoIS procedure (not the NoS 

procedure) from EFSA's perspective? 
 

to recommend performing or not a given study as the responsibility 

of conducting a study lies with the applicant according to the 
relevant guidance document and regulation. In relation to the 
points you raised, we do not have any statistical data. However, 

we will consider monitoring this in the future. 

Marchal, 
Benoit 
 

questions on IUCLID dossier: how to 
summarize studies and submit reports if 
the applicant is not the owner and if it will 

only get access to data i.e. not to a copy 
of the study reports? and how RMS/EFSA 

will manage this during the admissibility 
check 
 

According to Administrative guidance paragraph 3.15, all 
efforts should be made by the applicant to obtain access to and 
provide the full text of each test and study report and robust 

study summaries for the studies, which were part of the 
approval dossier or subsequent renewal dossiers. Access to old 

dossiers can also be facilitated by the original RMSs. The 
Member State that acted as rapporteur for the approval and/or 
subsequent renewals should endeavour to make available such 

studies when the applicant provides evidence that its attempts 
to obtain access from the study owner have failed. 

The RMS should take into account all the information submitted 
as part of the application, including the dossiers submitted for 
the approval and subsequent renewals of approval and where 

relevant information submitted as part of an application for 
amendment to approval conditions or to address confirmatory 

information requirements. Where despite the best efforts 
made, the applicant could not submit the full text and 
summary of each test and study report, which was part 

of the approval dossier or subsequent renewal dossiers 
and required for the assessment, the RMS should ensure 

that the respective studies are evaluated and taken into 
account in their overall assessment. 
 

In IUCLID this is also reflected in the IUCLID manual:  Data 
source (Literature Reference) – common block: If data 

https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/sp.efsa.2021.EN-6464
https://zenodo.org/record/5091464#.YnP9WtpByUk
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protection is claimed, this should be indicated as appropriate. 

Note: 'yes' should be selected only if 'Data submitter is data 
owner' or 'Data submitter has Letter of Access'. Options 
'yes, but willing to share' or 'yes, but not willing to share' may 

be relevant for specific regulatory programmes where the 
submitter is requested to indicate whether he is willing to share 

studies conducted (e.g. with vertebrates).  
In the supplementary remarks field, include an Closed list with 
remarks DataSource.DataProtectio nClaimed IUCLID ACTIVE 

SUBSTANCE APPLICATION MANUAL 1901 explanation as 
appropriate, i.e. justification for denial of sharing the 

corresponding study or refer to a document attached that 
provides justification (e.g. 'for justification see attached 
document X'). 

Manuel 
Navarro 

What is considered personal data under 
Article 39e GFL at the time to sanitised 

studies in IUCLID? (only vertebrate 
studies seems included). Please kindly 

clarify. 

 

Article 39e GFL is not limited to personal data included in 
vertebrate studies. Beyond Article 39e(2), Article 39e(3) GFL 

refers to the protection of personal data as defined by 
Regulations (EU) 2016/679 and (EU) 2018/1725. This is further 

specified in Article 4(5) of EFSA’s Practical Arrangements on 
Transparency and Confidentiality:  

‘Non-confidential versions of application dossiers, 

information, documents and data submitted in the context 
of this Article shall not contain personal data of any 

kind, with the exception of the name and address of the 
applicant, where applicable, and the names of authors of 
published or publicly available studies. Particular attention 

should be paid so as to ensure the absence, sanitisation or 
anonymisation, as appropriate, of information relating to 

identified or identifiable persons from non-confidential 
versions of dossiers, information, documents and data.’ 
(emphasis added) 

Therefore, applicants must submit confidentiality requests in 
relation to all personal data in their dossier, with the exception 
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of data falling under Article 39e(1) GFL, and sanitise it 

accordingly. 

Parker David A 

GBJH 

Dear PSN. Would it be possible to provide 

an update on public consultations on the 
following? 
i) Draft EFSA PRIMo v4 (dietary risk 

assessment tool), potentially having 
public consultation based on a past 

SCoPAFF comments by EFSA. 
ii) Draft EFSA Guidance on Rotation 
Crops, having public consultation prior to 

~Q1/2023 finalisation (summary of the 
02/2022 SCoPAFF - Residues meeting). 

Concerning the first point, the beta version of the EFSA PRIMo4 

tool is currently under development and will be subject to a 
public consultation which is foreseen to be initiated end of June 
2022 and planned to be open for 2 months.  

 
As regards the second point, the public consultation would be 

likely before the end of the year (Q4 2022). 
 

 

 

 


