
DIS(18)5019:1 – CG/jg

PEST COMMITTEE MEETING OF 28 June 2018

EU AUTHORISATION PROCEDURE FOR PESTICIDES - 
AUTHORISATION OF PLANT PROTECTION PRODUCTS 

BY MEMBER STATES

PREPARATORY QUESTIONS

For all experts: 
1. According to the Myers et al statement of concern regarding concerns over use of 

glyphosate-based herbicides and their risks (Environmental Health (2016) 15:19, 
regulators have not incorporated peer-reviewed and publicly available research on 
the risks of glyphosate because it ‘often uses standards and procedures to assess 
quality that are different from those codified in regulatory agency data requirements, 
which largely focus on avoiding fraud.’
 In your view, are current regulations on the use of evidence in pesticides risk 

assessments by EU agencies adequate?
 Do they allow for the consideration of all relevant information including for the 

consideration of scientific uncertainty?

We do not comment on EFSA’s assessments but we do certainly support the work done by 
EFSA. In addition, in the case of glyphosate, there was also a second assessment by the 
European Chemicals Agency which concluded on similar views as EFSA.

2. Is the separation between the risk assessment of active substances and plant 
protection products as currently established under Regulation 1107/2009 the best 
way to assess risks of pesticides to public health and the environment?
 Should EU regulators including the risk assessors rather evaluate the safety of 

the end products given that glyphosate-based herbicides are said to be ‘more 
potent, or toxic, than glyphosate alone to a wide array of non-target organisms’ 
and that ‘risk assessments that are based on studies quantifying the impacts of 
glyphosate alone underestimate both toxicity and exposure, and thus risk.’?1

From our point of view, the safety of the active substances has to be ensured before they 
enter into the market, no matters whether it is by EU regulators or by Member States. 
However, with the current system, it seems unrealistic that the EU services will have the 
resources to perform those assessments.

EFSA’s resourcing still remains marginal in comparison to other similar agencies worldwide 
(i.e. Food and Drug Administration in the United States).

3. What could be improved in the approval system of final plant protection products 
on EU level and national level?

Deadlines are often disregarded and PPPs, re-authorisation and Maximum Residue Levels 
usually suffer from them. Therefore, in many cases, no new uses are added to the labels 
1 Myers et al, Environmental Health (2016) 15:19.



because of the uncertainty and it is mainly Minor Uses and Specialty Crops which face the 
consequences.

4. Do you consider the zonal system to be fit for purpose generally? What are its 
advantages and shortcomings compared to a centralised EU authorisation system 
for plant protection products? Do you have general recommendations on how to 
improve the zonal system? Would you advocate for a centralised EU system 
instead?

See reply to question 48.

5. How do you assess the level of harmonisation of methodologies, models and specific 
application conditions between Member States of the respective zones? Where do 
you think more harmonisation is needed, where is it necessary to maintain 
flexibility for Member States?

-

6. What provisions are in place to facilitate work sharing between Member States of 
each zone? How can work sharing be improved? What has proven to be best 
practices?

See reply to question 49.

7. From your experience, how can the compliance with legal deadlines be improved?

By applying automatic/mandatory Mutual Recognition amongst Member States instead of 
opening again the risk envelops.

By creating a single EU list of Minor Uses and Specialty Crops which ensures no 
discrepancies in the extension of uses to MUSC.

8. Beyond further harmonisation of methodologies, models and application 
conditions, how can the functioning of mutual recognition be improved?

By building trust amongst Member States.

9. With a view to findings of a recent Commission audit (http://ec.europa.eu/food/
audits-analysis/overview_reports/details.cfm?rep_id=108) which has found that 
some Member States fully or partially re-evaluate applications although the 
majority of these evaluations have the same or very similar outcomes, what can be 
done to avoid the unnecessary duplications of evaluations?

By applying automatic/mandatory Mutual Recognition amongst Member States instead of 
opening again the risk envelops.

10. The increasing use of emergency authorisations pursuant to article 53 of 1107/2009 
has raised concerns about the protection of health and the environment. Could you 
explain what has led to this increase?
 Could you explain how compliance with the requirements of 1107/2009 and of its 

article 53 in particular is ensured?

2 | 12



 How do you assess the health and environmental impacts of the increased use of 
emergency authorisations?

 Could you give concrete examples of emergency authorisations (both requested 
and granted) and their reasons?

One of the main reasons is the loss of PPPs at national level. According to our estimates, at 
EU level we have more or less the same number of active substances but around 1.000 less 
PPPs.

About concrete examples of emergency authorisations requested and granted:

 Tryciclazole in rice. Asked to fight pelicularia. It is the only tool to do it and it is 
authorised globally but not in the EU. For such limited market, companies are not 
interested to submit applications and the burden in case they decide to do it is so high 
that they refuse. This represents a clear competitive disadvantage to compete 
internationally.

For Copa-Cogeca

48. What are the impacts on your industry of the zonal approval system?

As clearly stated in the study supporting the REFIT evaluation of the EU legislation on 
PPPs and pesticides residues, several factors of the legislation on PPPs affect the 
competitiveness of EU farmers.

Direct effects might be linked to the approval procedures and criteria which affect the 
availability and prices of PPPs. Provisions intended to enhance harmonisation, such as the 
zonal system and the facilitation of mutual recognitions could have indirect (beneficial) 
impacts.

However, the zonal system established by Regulation 1107/2009 is not working in a 
sufficiently effective way and, overall, does not fully meet the objectives to improve the 
PPPs authorisation workflow and reduce the time necessary for the process. National 
requirements appear to limit the effectiveness of the authorisation system.

49. Where do you see improvements on national level?

The key issue is about trust amongst Member States and willingness to apply the provisions 
of the Regulation.

In reference to Mutual recognition, as shown in the Commission’s “Overview report on 
Authorisation of Plant Protection Products”, Member States re-evaluate fully or partially 
applications for Mutual Recognition so satisfy specific national requirements of their own 
evaluation models, which are not included in Regulation 1107/2009.

Moreover, the report shows how in more than 50% of the cases, the authorisation remained 
identical to that granted in the Member State of origin and in 27% the authorisation was 
granted with different risk mitigation measures. This means that in the majority of the cases, 
the outcome of the evaluation is either the same or very similar to the original authorisation, 
which means that there is no added value in it, however the authorisation is delayed beyond 
the deadlines.
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In reference to the zonal system, the Northern zone is performing correctly, the Southern 
zone is more or less correctly and the Central zone is not applying it.

According to the same Commission’s report, the majority of Member States fail to use the 
zonal authorisation system as envisaged in the Regulation and fail to comply with almost all 
legal deadlines under the Regulation, by significant margins in many cases. As a result, 
there is delayed or reduced access to new pest control tools for growers. In addition, the re-
evaluation of plant protection products already on the market, in light of new scientific and 
technical knowledge, is delayed.

From Copa-Cogeca’s perspective, the EU Minor Uses Coordination Facility provides a 
good platform to build trust amongst Member States. This is especially necessary for Minor 
Uses and Specialty Crops, which lack of necessary tools. However, there seems to be no 
interest from the European Commission and Member States to keep the work of the 
platform.

50. Are there more advantages for a one zonal system or should it be done at EU level?

One of the goals of the Regulation is to have safe PPPs available for all EU farmers and for 
all needs. However, there are many differences about needs and crops amongst Member 
States and what is needed in a certain Member State may not be necessarily needed in the 
neighbouring country.

We have also to acknowledge the fact that to bring new substances to the market is quite 
expensive and in many cases this investment is also higher due to the administrative burden. 
A completely centralised procedure would impose such a big burden that not many 
companies would be able to bring new products to the market.

Copa-Cogeca is in favour of a more centralised procedure which allows PPPs to genuinely 
benefit from the internal market. This would lead to better transparency of the evaluation 
process, harmonisation of EU legislation, increase the availability of products across the 
entire EU market, improved efficiency and predictability as well as an accelerated decision 
making process.

However, a more centralised procedure would require adaptation ,in order to take into 
account the application methods in different conditions on the ground (climatic conditions 
in northern and southern countries, different farming methods, etc.) and to avoid that 
administrative burdens and costs do not exclude from the market Small and Medium 
Enterprises (SMEs) which bring new products and competition to the market.

Pending on the publication of the study supporting the REFIT evaluation of the EU 
legislation on PPPs and pesticides residues, it seems to be the case that with the application 
of Regulation 1107/2009 many SMEs have left the market.

This would be in line with the consolidation trend observed at global level, which has 
reduced the number of big players.

51. Please tell us about the practical implications of the current system.

When Regulation 1107/2009 entered into force, we considered the zonal approval system as 
a step into the right direction, which is increasing availability of PPPs for farmers in all EU, 

4 | 12



regardless of their Member State, production system, sector or crop. In particular, we 
expected the zonal system to improve availability of PPPs for Minor Uses and Specialty 
Crops.

However, we haven’t detected any particular increase of PPPs due to this provision of the 
Regulation. We consider that Member States and the industry could use it more extensively.

Specifically, about Minor Uses and Specialty Crops, each Member State has its own list, 
which makes the harmonisation at zonal and European levels more difficult.

52. Training and information on the safe and sustainable use of pesticides is essential 
to limit their impact on human health and the environment. Can you detail the 
measures and compliance activities taken by COPA COGECA to ensure the safe 
use, storage and disposal of plant protection products in the workplace?

According to the “Overview report on Sustainable Use of Pesticides” made the European 
Commission in 2017, all Member States (except Luxembourg) had established training and 
certification systems by 2013 with almost four million professional operators had been 
trained by 2016.

Moreover, the handling, storage and transport of pesticides is covered by a range of 
European and national legislation which preceded the Directive. In the audtis to Member 
States, the European Commission confirm that operators are knowledgeable in this area as 
the handling and storage of pesticides is covered in the mandatory training.

As part of the attention we pay to the Sustainable Use of Pesticides, we have participated in 
many projects about application of pesticides and forums of debate to disseminate in 
practice application of IPM principles.

Finally, I would like to underline that we are currently involved in a H2020 project on 
Accelerating Innovative practices for Spraying Equipment, Training and Advising in 
European agriculture through the mobilization of Agricultural Knowledge and Innovation 
Systems.

 Moreover, are these measures given sufficient consideration by Member States 
during the product authorisation process?

The authorisation process already considers Good plant protection practices in:

1. The conditions of approval of a PPP consequent on application consistent with good 
plant protection practice and having regard to realistic conditions of use. These PPPs 
shall be sufficiently effective and not having harmful effects on human and animal health 
or to the environment.

2. The setting up of Maximum Residue Levels. Maximum residue levels are the upper 
levels of pesticide residues based on good agricultural practice and the lowest consumer 
exposure necessary to protect vulnerable consumers.

53. The threat of antimicrobial resistance in veterinary medicines is well documented, 
but far less attention has been paid to the increasing occurrence of pesticide 
resistance in plant pests and diseases, and the need for a variety of plant protection 
solutions. If the number of products available to farmers continues to decrease, 
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resulting in fewer alternatives, what do you estimate will be the impact on 
European agriculture and food security?

There are several causes that increase the risk of development of resistances. Amongst 
them, climate change, natural appearance of resistance, increased global movements or 
reliance on fewer number of PPPs with different modes of action.

In this respect, the UN Environmental Program has listed pesticide resistance as the third 
most serious threat to global agriculture (after soil erosion and water pollution).

As farmers and food business operators, we are very worried about the appearance of 
resistances. We are especially worried about lack of new modes of actions in fungicides. 
Fungal diseases may end up in appearance of mycotoxins which may cause problems of 
animal and human health.

54. COPA continuously asks for less strict legislation for PPPs and allowing as many 
products on the market as possible. Just curious what COPA is doing to serve the 
interest of their organic farmers, since they are often paying the price, literally, for 
the pesticide use of their neighbours, leaving residues on their products?

We do not ask for less strict legislation. We want that all PPPs in the market are safe and 
effective. However, the main purposes of Regulation 1107/2009 are:

1) to ensure a high level of protection of both human and animal health and the 
environment; and

2) to improve the functioning of the internal market while improving agricultural 
production.

After 7 years of implementation, the current legislation is failing to deliver the second 
objective, providing new safer products to the market. Since 2011 when the Regulation fully 
entry into force, the availability of PPPs for EU farmers has decreased notably. This is 
especially worrying for minor uses and specialty crops (fruits and vegetables, hops, rice…).

According to our estimations, around 50/60 active substances have been phased out 
(approximately 1.000 PPPs and many more uses) since 2011. During the same period 
approximately, the same number of active substances were submitted but only 8 new active 
substances entered in the market and have at least 1 PPP.

In order to better compare: farmers have lost around 1.000 PPPs (with many uses on and off 
the labels) and have received 20 PPPs (with very few uses on and off the labels).

We consider that the same safety level can be achieved with a system based on risk and not 
on hazard. Thus, better achieving both objectives of Regulation 1107/2009.

We would like to underline that while the EU is further strengthening its legal framework 
on PPPs and thus their availability, many of the substances already banned in the EU are 
still used in several third countries.

This represents a clear loss of competitiveness in the long-term for EU in comparison with 
non-EU countries, where the substances would still be part of farmers’ toolboxes. 
Moreover, despite the huge effort of the sector, EU consumers will still be exposed to 
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residues and the effects on the environment of the use of pesticides in third countries will 
remain.

About organic farmers, Copa-Cogeca represents all types of farmers, including organic 
farmers. We have inside the organisation a WP on organic which has been actively involved 
in all the discussions of this method of production. In any case, also organic farmers must 
protect their crops against pests and diseases.

55. You represent a number of certified organic producers. Do those producers 
consider that there is enough availability of PPS on the market that they can use in 
their farms?
 Have you/they identified differences between countries?

Organic farming has its own list of authorised active substances but this does not imply they 
do not suffer from the loss of active substances, as we have recently seen in the case of 
copper compounds. This might be an increasing problem in case the current mainstreaming 
objective is achieved.

 What would you propose to change in the approval and authorisation 
procedure, so there is a bigger availability of low-risk, biological low risk 
pesticides and products to be used by the organic farmers?

We consider that there is a need and a possibility within the current legislative framework, to 
increase availability of low-risk active substances. To this extend, we have recently co-
signed, together with the International Biocontrol Manufacturers’ Association, a second 
Roadmap for Collaboration in order to look at solutions.

Amongst others, we suggest a fast-track authorisation procedure, based on a list of possible 
low-risk active substances and to include label claims for low-risk substances and PPPs.

56. Copa-Cogeca has often complained about EU decisions to restrict pesticides. It 
said, for example, that the near-total ban of three neonicotinoid insecticides would 
“jeopardise the livelihoods of many farmers and put our food supplies at risk”. With 
regard to glyphosate, it warned that: “Without it, production would be jeopardised. 
This would be disastrous for the EU given the current agricultural crisis and the need 
to meet increasing world food demand.”
 Does Copa-Cogeca accept the findings of scientific studies that demonstrate 

risks arising from the use of individual pesticides, such as neonicotinoids?

Copa-Cogeca position on pesticides is to support science-based decisions and therefore, we 
support since its inception, the role of EFSA as risk assessor and we do not question its 
opinions about active substances. No matters whether they are positive or negative to our 
economic interests.

However, for the sake of clarification, in the case of neonicotinoids EFSA did not propose to 
ban neonicotinoids, as stated in their Questions and Answers document accompanying 
EFSA’s opinion:

“(…) 6) As risks are confirmed, is EFSA recommending an EU-wide ban of 
neonicotinoids? No. In the EU regulatory system, EFSA acts as a scientific risk assessment 
body and does not make decisions regarding authorisations of regulated products, including 
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pesticides. These are the responsibility of the European Commission and Member State 
authorities in their capacity as risk managers and legislators (…)”.

In that case, we proposed mitigation measures to ensure safe uses, in particular on sugar beet 
so that the risk to bees could be handled and at the same time keep the substances in the 
market. The decision to further restrict the three neonicotinoids was a political one taken by 
the European Commission and Member States.

In the case of glyphosate, EFSA’s conclusion was favourable to the substance and again, a 
political decision was made not to follow the legislation in place. Let me remind you that 
instead of renewing it for 15 years it was only renewed for 5 years.

 Is Copa-Cogeca at all concerned about these findings or does it only care about 
agricultural productivity?

The concept of agricultural productivity relates not only to production but also to resource 
efficiency. There is a growing demand for food products due to an increasing world 
population. Therefore, the majority of the required increase should be reached by 
productivity growth.

At the same time, environmental sustainability concerns, climate change, as well as 
competition with other economic activities for scarce resources, may limit the potential to 
further accelerate productivity growth. All agricultural sectors and methods of production 
are concerned about productivity and take it into account.

However, as we have always said, we want as many safe and effective PPPs in the market as 
possible, even when it goes against our economic interests. We are in favour of a science-
based decision-making process and EFSA plays a crucial role in it.

 Does Copa-Cogeca feel that its strong advocacy in favour of pesticides could 
undermine farmers’ reputation amongst the public who are increasingly 
concerned about pesticides and wish to consume pesticide free food?

The objectives of “pesticide free food” or “zero residues” are fine for us, provided that the 
food products are safe and that there is a market for them. What we have seen so far is that 
consumers look for zero tolerance when it comes to quality of the food (mainly in fruits and 
vegetables), and in order to provide such quality, PPPs are needed. In addition, even if 
organic farming is steadily increasing, it represents 6% of the European land (UAA). We still 
see some potential growth in the organic sector.

From our point of view, consumers proper information and communication to the general 
public is missing. This communication should come from public authorities in the first place, 
farmers and agri-cooperatives (for instance, open days), retailers and other stakeholders to 
explain science and to build trust in the high safety standards of the food system in the EU. 
Moreover, we have to ensure that modern farming techniques are well understood by the 
general public, for instance, New Breeding Techniques that can help reduce the need for 
PPPs.

This is in line with Commission's proposal on transparency and sustainability of the EU risk 
assessment model in the food chain, which foresees an increase in risk communication as 
demonstrated that the current systems are not enough.
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We would like to remind that despite the concerns, the reality is that Europe has the safest 
and of highest quality food ever recorded in history.

57. The EU evaluates the risks and hazards of individual active substances, and 
national authorities evaluate the risks and hazards of individual pesticide products. 
In practice, however, many different pesticides are used on the same field. The 
Agricultural Health Study in the US has shown that that “farmers have a higher 
risk for developing some cancers, including prostate cancer”.
 How does Copa-Cogeca feel about the overall impact of pesticides?

The EU has the most stringent approval system for PPPs worldwide. It ensures that the 
active substances that arrive to the market are safe. Moreover, we have a very good system 
to ensure that the PPPs are used sustainably by training of operators, inspection of 
equipment, systems for storage and recovery of remnants, etc. We trust the authorities to 
ensure that all the controls are in place to avoid non-safe pesticides to enter the market.

However, when citing outside EU studies, we strongly recommend to be careful, as PPPs are 
used in the EU in a sustainable manner according to our high standards. These standards are 
not the same in other parts of the world and therefore the risk exposure is different. For 
instance, in the EU aerial spraying is almost negligible.

Farmers do not use pesticides without a preliminary cost/benefit analysis, including the 
production costs. This is also part of IPM principles.

 Is Copa-Cogeca concerned about adverse effects on the health of farmers?

Copa-Cogeca is very concerned about to the Sustainable Use of Pesticides, it is essential to 
remember that farmers, operators and agricultural workers are the first actors concerned 
about storing, handling and applying PPPs in a safe way to protect human health in general 
and themselves in particular. As well, persons living close to pesticide application areas, 
which in most of the cases are farmers’ families, are concerned.

According to the “Overview report on Sustainable Use of Pesticides” made the European 
Commission in 2017, all Member States (except Luxembourg) had established training and 
certification systems by 2013 with almost four million professional operators had been 
trained by 2016.

Moreover, the handling, storage and transport of pesticides is covered by a range of 
European and national legislation which preceded the Directive. In the audits to Member 
States, the European Commission confirm that operators are knowledgeable in this area as 
the handling and storage of pesticides is covered in the mandatory training.

By any means we would be in favour of decreasing the safe and sustainable use of 
pesticides.

58. Directive 2009/128/EC obliges farmers to apply the principles of Integrated Pest 
Management (IPM) set out in Annex III of the Directive.  However, a recent report 
of the European Commission shows that these principles are insufficiently applied. 
The Commission said that, in six EU countries studied in detail, “some IPM 
techniques could be adopted on a more widespread basis, such as crop rotation, 
proper selection of seed and planting material and use of adequate cultivation 
techniques.” A draft REFIT evaluation report for the Commission similarly 
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concludes that: “Alternative methods are generally insufficiently used as substitutes 
for plant protection products and IPM approaches are not yet fully exploited.”
 Why is it, in your opinion, that IPM principles are not fully applied?

The vast majority of pests and diseases are controlled with agricultural practices such as crop 
rotation, seed and variety selection, cultivation practices, sowing dates and densities, 
irrigation, etc. Nevertheless, many of these tools are under pressure because of lack of 
confidence in the EU Institutions and no science-based decisions, for instance New Breeding 
Techniques or PPPs.

European farmers and their cooperatives need access to these technological advancements in 
order to meet the upcoming challenges and to remain competitive. Of course, it includes 
low-risk active substances, whose availability is far from envisaged: currently there are 12 
low-risk active substances, 4 of them are not authorised at Member State level, 5 are 
authorised in less than 10 Member States, 2 in less than 20 and only 1 in more than 20 but 
not in the whole EU.

In any case, farm advisory systems could help to promote new and modern cultivation 
techniques which require less input and that may be beneficial for both, farmers economic 
performance and the environment.

 How does Copa-Cogeca help its member organisations to achieve full 
implementation?

Copa-Cogeca as well as its member organisations are fully involved in IPM. We have 
participated in the EU Expert Group on Sustainable Plant Protection, we have developed 
several brochures on Sustainable Use Directive and we have participated in many 
discussions on this subject. Some of them even in the European Parliament.
To this extend, we have also recently co-signed, together with the International Biocontrol 
Manufacturers’ Association, a second Roadmap for Collaboration in order to look at low-
risk solutions that can enter into farmers’ toolboxes.

As part of that work, we are also fully involved in the work of the EU Minor Uses 
Coordination Facility which also tries to increase availability of solutions to Minor Uses and 
Specialty Crops at EU level.

Finally, inside Copa-Cogeca we have a Working Party gathering together experts from the 
different Member States which regularly discuss, share information and update knowledge 
on IPM and sustainable practices.

59. In Northern Italy (Veneto and Friuli-Venezia Giulia regions), a Maize Mutual 
Funds has been set up to cover risk from IPM implementation. Maize growers can 
purchase insurance cover instead of soil insecticides, to provide financial 
compensation when yield losses can be attributed to pests or adverse weather 
conditions. This has turned out to be advantageous for both farmers and the 
environment (Furlan et al, 2017: An update of the Worldwide Integrated Assessment 
(WIA) on systemic insecticides. Part 3: alternatives to systemic insecticides).
 Do you think the members of Copa Cogeca could promote such a model, in 

order to protect the livelihoods of farmers?

There are different schemes available for farmers for such initiatives, this is one of them, but 
under Rural Development Programmes there are other possibilities for agri-environment-
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climate measures to compensate losses of production due to IPM or production with no 
fertilisers and/or pesticides.

In any case, farmers should be given discretion by making individual choices instead of 
mutual obligatory systems. Overall, we would not be in favour of mandatory systems since 
farmers as entrepreneurs should make their own decisions on what is best for their business.

Different sectors and production methods have different requirements and needs. If there are 
new tools or techniques coming to the market where farmers can benefit from, farmers will 
be open to explore them.

Copa and Cogeca believe that the main focus should be on how to improve the existing 
measures rather than making them mandatory for all EU farmers. Improving the existing 
measures would make them more interesting for farmers and therefore, there would be 
bigger engagement.

 Do you know of similar initiatives elsewhere in Europe?

EU farmers already apply IPM principles. However, the decision on which treatment to 
apply, is something that the farmer has to decide based on the different alternatives available, 
costs (including costs of labour), etc. About mutual funds, several Member States have in 
place mutual funds to allow their farmers certain risk management level.
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60. In France, many farming cooperatives (e.g. Triskalia) sell plant protection 
products to their members. The largest cooperative, InVivo, is directly invested in 
agrichemical companies such as Phyteurop and Life Scientific. At the same time, 
these farming cooperatives also have an important voice in the FNSEA, the French 
member of Copa-Cogeca.
 How common is it that members of your organisation, or their members, have 

financial ties to the agrochemical industry?

Pesticides are used by farmers and represent a major factor in EU competitiveness in terms 
of: (i) the cost of the input; (ii) the high quality feed produced for animals; and (iii) the high 
quality and homogenous products produced by EU farmers.

Naturally, we cooperate with all the different agri-food chain stakeholders, including the 
agrochemical industry. However, as Copa-Cogeca, we do not have direct financial ties with 
the industry and each organisation defends the interests of their constituents, which might 
not be the same.
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