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EXECUTIVE SUMMARY

Substances used to suppress, eradicate and prevent organisms that are considered
harmful are grouped under the term ‘pesticide’. The term includes both plant protection
products (used on plants in agriculture, horticulture, parks and gardens) and biocidal
products (used in other applications, for example, as a disinfectant or to protect
materials).

The use of pesticides offers numerous advantages; above all, biocidal products help to
fight vector-borne or food-borne diseases, and plant protection products have
contributed to the leap in agricultural yield since the Second World War. However, the
use of pesticides also brings a number of disadvantages, in particular, its impact on the
environment (presence in the air, water or soil), risks to human health (for example, as
a result of exposure to residues) and repercussions for crop protection. The use of
synthetic plant protection products is fiercely debated in society, dividing supporters and
critics. In recent years the debate has crystallised around certain aspects, not least,
identification criteria for endocrine disruptors, restrictions on some neonicotinoids and
renewed approval of the active substance glyphosate.

European Union (EU) legislation on pesticides is designed to ensure a high level of
protection for human health and the environment and to improve the functioning of the
internal market. Plant production products and biocides are subject to a dual approval
process: active substances are approved at EU level and products are subsequently
authorised predominantly at Member State level. The 2009 regulation on plant
protection products and the 2012 regulation on biocidal products establish the approval
criteria, the procedures (along with the timescales) and the derogations that may be
applied. Two European agencies are involved in the process: the European Food Safety
Authority (EFSA) for plant protection products and the European Chemicals Agency
(ECHA) for biocidal products. In addition, a regulation from 2005 sets the standardised
maximum levels for residues of plant protection products in food, and a directive from
2009 establishes a framework for action for sustainable pesticide use.

Many aspects of EU policy on pesticides can be considered opportunities or challenges,
for example, issues surrounding costs for the agrochemical sector (regulatory costs and
costs for research and development of new substances), approval procedures
(evaluation and substitution of active substances, possible conflicts of interest,
emergency authorisations and the cumulative effects of residues), sustainability
(integrated pest management, recourse to biopesticides) and other related aspects
(counterfeit pesticides and minor use of plant protection products).

The European Commission is assessing the legislation on plant protection products and
their residues. The conclusions of that study are expected by the end of 2018.
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Definitions
Acceptable daily intake: an estimated quantity of a substance, expressed in relation to body
weight, that can be ingested through food every day over a lifetime without appreciable risk
to the consumer (threshold for chronic toxicity).

Active substance: in plant protection products and biocidal products, the active component
which counters harmful organisms. Active substances are approved at EU level.

Acute reference dose: an estimated quantity of a substance, expressed in relation to body
weight, that can be ingested through food in one day without significant risk to the consumer
(threshold for acute toxicity).

Adjuvant: a substance or preparation composed of co-formulants that is mixed with a plant
protection product to enhance its efficacy.

Biocidal product: a product designed to combat organisms harmful to human or animal
health and organisms that are detrimental to human activities. Such products include
disinfectants, material protection products, rodenticides, insecticides and repellents. They
are authorised at Member State or European Union level.

Biocidal product family: a group of biocidal products with similar applications, the same
active substances, a similar composition and similar risk and efficacy levels.

Biological control agent: see biopesticide.

Biopesticide (also known as a ‘biological control product’): a product comprised of
substances that are derived from living organisms and certain minerals.

CLP Regulation: Regulation (EC) No 1272/2008 on classification, labelling and packaging of
substances and mixtures.

Co-formulant: a substance or preparation used in a plant protection product or biocidal
product which is neither an active substance, a safener, nor a synergist.

Comparative assessment: an evaluation of risks and benefits managed by a Member State
as part of the assessment process for a plant protection product or biocide in the context of
planned substitutions of active substances.

ECHA: European Chemicals Agency. ECHA is principally involved in approving the active
substances in biocidal products and in some authorisation procedures for biocidal products.

Ecological focus area: in the context of greening in the EU’s Common Agricultural Policy, an
area which supports biodiversity either directly or indirectly and represents at least 5 % of
arable land in holdings larger than 15 hectares.

EFSA: European Food Safety Authority. EFSA is principally involved in approving the active
substances in plant protection products.

Good phytosanitary practices (also known as ‘good agricultural practices’): making use of
plant protection products in accordance with authorised conditions of use in a way that
ensures optimal efficacy with the minimum quantity necessary; taking into consideration
local conditions and the scope for using agricultural and biological controls.

Harmful organism: an undesirable organism that is detrimental to human activities. Harmful
organisms include pathogens (bacteria, viruses, moulds and nematodes), invertebrates
(mainly insects, acari and molluscs), a small number of vertebrates, and weeds.

Hazard: the capacity of a substance, as a result of its inherent properties, to cause adverse
effects for humans and the environment.

Integrated pest management – also known as ‘integrated plant protection’: the integrated
introduction of biological, biotechnological, chemical, physical or agricultural measures
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relating to a range of plants, strictly restricting the use of synthetic plant protection products
to the absolute minimum necessary.

Maximum residue level (MRL): the maximum concentration of pesticide residue authorised
in food, set, in order to protect vulnerable consumers, on the basis of good food practices
and the lowest possible exposure.

Minor use (in the context of the regulation of plant protection products): the use of a plant
protection product either against harmful organisms or on crops that are limited in number
in a Member State. Plant protection product authorisation granted for use on some selected
crops may be extended to minor use for another crop under certain conditions.

Mutual recognition: for specific cases, the scope for a Member State to recognise the
authorisation granted in another Member State for a plant protection product or biocide.

NGO: non-governmental organisation.

Parallel trade: the option of using a simplified procedure to place on the market plant
protection or biocidal products whose composition is identical to a product that is already
authorised in another Member State.

Pesticide: a substance that suppresses or eradicates a harmful organism, or prevents its
activity. The term includes both plant protection products and biocidal products (although in
current usage it is often used synonymously with plant protection products).

Plant protection product: a product composed of active substances that protects vegetation
from harmful organisms or prevents their activity. Such products are mainly used in
agriculture, but also in horticulture, silviculture and in green spaces and gardens. They are
authorised at Member State level.

Preparation: a solution or mixture comprised of two or more substances.

Rapporteur Member State: The Member State overseeing the assessment of an active
substance, a safener or a synergist.

Risk: the likelihood of adverse effects occurring when humans or the environment are
exposed to a hazard. In other words, risk = hazard x exposure.

Safener: a substance or preparation added to a plant protection product to suppress or
reduce its effects on some plants.

Simplified cultivation techniques (no-till farming): in agriculture, practices that limit
ploughing and therefore turning over the soil.

Substance: a chemical element either naturally occurring or industrially manufactured.

Substance of concern: a substance which has an inherent capacity to cause an adverse effect
on humans, animals or the environment.

Synergist: a substance or preparation that enhances the activity of the active substance or
substances in a plant protection product.

Treated article (in the context of regulation of biocidal products): an article, a substance or a
mixture that has been treated with biocidal products or contains biocidal products.
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1. Background
Substances used to suppress, eradicate and prevent organisms that are considered
harmful are grouped under the term ‘pesticide’. That term includes both plant protection
products and biocidal products (see below). Pesticides can be grouped not only by type
of use but also in different categories according to other important criteria, such as their
target, the origin of their active substances or their hazard category. Within the principal
synthetic pesticide categories that target specific harmful organisms (insecticides,
fungicides and herbicides), the modes of action against harmful organisms are set out,
as are the different generations of substances.1

Figure 1 – Classification of pesticides according to a number of criteria

Source: C. Regnault-Roger, Produits de protection des plantes: Innovation et sécurité pour une agriculture durable,
Lavoisier, Paris, 2014; Compendium of Pesticides Common Names; World Health Organization, The WHO
recommended classification of pesticides by hazard and guidelines to classification: 2009, 2010.

An estimated 67 000 pest species are harmful to plants (of which 50 000 are pathogens,
9 000 insects and acari, and 8 000 weeds).2 The plants’ vulnerability to those organisms
tends to increase if humans have intervened to increase their yield and if they are grown
in monocultures.3 The increase in yields achieved in recent decades, particularly through
the use of fertilisers, has added further impetus to the phenomenon by making cultivated

1 For further details see C. Regnault-Roger, Produits de protection des plantes: Innovation et sécurité
pour une agriculture durable, Lavoisier, Paris, 2014, pp. 42-96.

2 See Nellemann, C. et al., The environmental food crisis – The environment's role in averting future food
crises. A UNEP rapid response assessment, United Nations Environment Programme, 2009, p.54.

3 C. Regnault-Roger, op.cit., p. 1.

http://www.alanwood.net/pesticides/class_pesticides.html
http://www.who.int/ipcs/publications/pesticides_hazard/en/
http://www.who.int/ipcs/publications/pesticides_hazard/en/
http://gridarendal-website.s3.amazonaws.com/production/documents/:s_document/221/original/FoodCrisis_lores.pdf?1486728701
http://gridarendal-website.s3.amazonaws.com/production/documents/:s_document/221/original/FoodCrisis_lores.pdf?1486728701
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varieties even more attractive to pathogens and insects and by impairing their ability to
compete with weeds.4

The use of plant protection products is an integral part of the twin challenges facing
agriculture: satisfying the nutritional needs of a rapidly expanding human population,
and not increasing – or even decreasing – pressures on the environment.

1.1. Pesticide market
1.1.1. Plant protection products
In 2014, plant protection product output in the European Union was worth almost
€10 billion, and in 2010, it provided employment for some 26 000 people.5 The global
market for plant protection products, which stands out for its relatively small number of
large companies, is even more concentrated.6

Figure 2 – Sales of plant protection products by utilised agricultural area (2014)

Data source: Eurostat, Pesticide sales (aei_fm_salpest09) and Land use (ef_oluft). Data on the utilised agricultural
area: 2013. Data on sales of plant protection products in Luxembourg: 2012.

Since 2011 sales of plant protection products in the European Union have fluctuated
between 350 000 and 400 000 tonnes per year. Five countries (Spain, France, Italy,
Germany and Poland) account for almost three quarters of that volume.7 Sales of plant
protection products per hectare of utilised agricultural area in the EU amount to
2.3 kilogrammes (kg) per hectare. Variation between Member States is considerable,
with two countries reaching sales per hectare of almost 10 kg, and 18 countries with less
than 2 kg (see figure 2).8 There are contrasting trends in the different Member States

4 E.-C. Oerke et al., Crop production and crop protection: estimated losses in major food and cash crops,
Elsevier, Amsterdam, 1994, pp. 757-758.

5 European Commission, Impact Assessment: Defining criteria for identifying endocrine disruptors in the
context of the implementation of the plant protection products regulation and biocidal products
regulation, SWD(2016)211 Annex 14, pp.329-331.

6 At the beginning of 2017, the European Commission reviewed three merger proposals between large
groups in the sector: Dow and DuPont, ChemChina and Syngenta, and Bayer and Monsanto.

7 Eurostat, Pesticide sales (aei_fm_salpest09), 2017.
8 The volume expressed in kilograms does not necessarily reflect the cost for farmers, the environmental

impact or the result on agricultural yield.

http://appsso.eurostat.ec.europa.eu/nui/show.do?query=BOOKMARK_DS-382683_QID_-45A33180_UID_-3F171EB0&layout=GEO,L,X,0;PESTICID,L,Y,0;TIME,C,Z,0;UNIT,L,Z,1;INDICATORS,C,Z,2;&zSelection=DS-382683TIME,2014;DS-382683UNIT,KG;DS-382683INDICATORS,OBS_FLAG;&rankNa
http://appsso.eurostat.ec.europa.eu/nui/show.do?dataset=ef_oluft&lang=en
http://eur-lex.europa.eu/resource.html?uri=cellar:8d56d9fd-339d-11e6-969e-01aa75ed71a1.0001.02/DOC_4&format=PDF
http://ec.europa.eu/competition/elojade/isef/case_details.cfm?proc_code=2_M_7932
http://ec.europa.eu/competition/elojade/isef/case_details.cfm?proc_code=2_M_7962
http://ec.europa.eu/competition/elojade/isef/case_details.cfm?proc_code=2_M_8084
http://appsso.eurostat.ec.europa.eu/nui/show.do?query=BOOKMARK_DS-382683_QID_-45A33180_UID_-3F171EB0&layout=GEO,L,X,0;PESTICID,L,Y,0;TIME,C,Z,0;UNIT,L,Z,1;INDICATORS,C,Z,2;&zSelection=DS-382683TIME,2014;DS-382683UNIT,KG;DS-382683INDICATORS,OBS_FLAG;&rankNa
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between 2011 and 2014.9

Fungicides and herbicides are the main types of plant protection product sold in the
European Union (see figure 3). The figures for those types also varies between Member
States. The level of insecticides used in countries with a Mediterranean climate is higher
than the European average.

Figure 3 – Plant protection products by target in 201410

Breakdown according to volume (kg) Breakdown according to market share (€)

Data source: Eurostat, Pesticide sales (aei_fm_salpest09) and European Crop Protection Association, Annual Review
2015, 2016, p.15. The figures show the breakdown of the market, including the 28 Member States, Iceland,
Lichtenstein, Norway and Switzerland.

1.1.2. Biocidal products
No detailed, consolidated information is available on the market for biocidal products in
the European Union. In 2014, the value of the global market was estimated at
US$8 billion; in 2000, Europe accounted for 27 % of the global market.11 In 2000, the
European market was dominated by three companies who controlled 25 % of the
market, although small and medium-sized enterprises were also active on the market,
particularly with regard to the production of highly-specialised biocidal products.12

Biocidal products are used in industry sectors (such as agri-food, automotive, paper,
cleaning products and paints) where they may be incorporated in some products (such
as paints and detergents), used during the production process (for example, disinfectants
used on surfaces or materials to ensure food safety in the agri-food sector), or used in
some services (for example, professional cleaning services). The biocidal market is made
up of a multitude of unconnected end-users with different profiles. Demand for biocidal
products is expected to increase in the coming years, driven mainly by their use in

9 Sales have declined in 13 countries but increased in 11 others. In certain cases, the variations are
significant; for example, Denmark (-63 %), Ireland (-26 %), Malta (-16 %), Greece (-15 %); Latvia (+32 %),
Estonia (+30 %), France (+23 %).

10 Differences between the volume in kilograms and market shares can be explained mainly by the fact
that certain more established products (such as sulphur and copper) can have a greater volume and be
less expensive than some of the newer synthetic products.

11 European Commission, SWD(2016)211 Annex 14, op.cit., pp.329-332.
12 European Commission, Impact Assessment: proposal for a regulation concerning the placing on the

market and use of biocidal products, SEC(2009) 773, p.11.
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http://appsso.eurostat.ec.europa.eu/nui/show.do?query=BOOKMARK_DS-382683_QID_-45A33180_UID_-3F171EB0&layout=GEO,L,X,0;PESTICID,L,Y,0;TIME,C,Z,0;UNIT,L,Z,1;INDICATORS,C,Z,2;&zSelection=DS-382683TIME,2014;DS-382683UNIT,KG;DS-382683INDICATORS,OBS_FLAG;&rankNa
https://issuu.com/cropprotection/docs/ecpa_annual_report_2015_a4_web
https://issuu.com/cropprotection/docs/ecpa_annual_report_2015_a4_web
http://eur-lex.europa.eu/resource.html?uri=cellar:8d56d9fd-339d-11e6-969e-01aa75ed71a1.0001.02/DOC_4&format=PDF
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52009SC0773&from=EN
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industrial applications, in the beverage and take-away sector, and in cosmetic products.13

1.2. Impact of pesticides
Using pesticides has a number of benefits. Biocidal products help to fight vector-borne
diseases (transmitted by a living organism from one host to another) such as malaria,
food-borne diseases such as salmonellosis, and nosocomial infections (contracted in a
healthcare facility). The main advantage of plant protection products is their contribution
to increased agricultural yields. The modernisation of agriculture since the Second World
War and its practices have more than doubled the agricultural yield of cereal crops in the
28 Member States since the beginning of the 1960s (see Figure 4); synthetic plant
protection products have contributed significantly to that increase, which can also be
partly attributed to the use of mineral fertilisers, variety selection, irrigation and
mechanisation.

Figure 4 – Production and yield of cereal crops in the EU-28 (1961-2014)

Data source: Food and Agriculture Organisation of the United Nations, FAOSTAT, 2017.

In spite of physical, biological and chemical cultivation methods agricultural losses due
to harmful organisms are estimated at 42 % of the achievable production worldwide and
at 28 % of achievable production in Europe. Those losses can be attributed in equal
measures to harmful animals, pathogens and weeds. Without physical, biological or
chemical intervention, it is estimated that, worldwide, potential losses could be 70 % of
achievable production.14 In economic terms, crop production in the European Union is
worth some €200 billion.15

13 European Commission, SWD(2016)211 Annex 14, op.cit., pp.335-336.
14 Estimates for eight crops (rice, wheat, barley, corn, potato, soya, cotton and coffee) based on academic

literature and land surveys by the agrochemical industry. ‘Achievable production’ is taken to mean the
maximum production for a given site, using all protective measures currently available, without
considering the economic cost of those measures for a farmer. Thus, achievable production is greater
than the financially optimal level of production for a farmer. Nor does it take into account any potential
impact on human health or the environment. E.-C. Oerke et al., op. cit., pp.75-80 et pp.748-752.

15 European Commission, Statistical Factsheet European Union, 2016, p. 9.

http://www.fao.org/faostat/en/
http://eur-lex.europa.eu/resource.html?uri=cellar:8d56d9fd-339d-11e6-969e-01aa75ed71a1.0001.02/DOC_4&format=PDF
http://ec.europa.eu/agriculture/sites/agriculture/files/statistics/factsheets/pdf/eu_en.pdf
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Plant protection product residues in food

In its report on the control programmes carried out in 2015 on pesticide residues in food,16 the
European Food Safety Authority (EFSA) stated that, ‘considering the frequency of pesticide
residues detected in food commonly consumed, a wide range of European consumers is
expected to be exposed to these substances via food’. However, with regard to acute exposure,
it concluded that ‘the probability of European citizens being exposed to pesticide residue levels
that could lead to negative health outcomes was low, but for a limited number of samples an
acute dietary risk could not be completely ruled out’.17

The report set out that of the 84 341 samples analysed, 53.3 % had no measurable residue,
43.9 % had a residue below the statutory limit and 2.8 % had a residue that exceeded the
statutory limit. Amongst samples imported from third countries, the presence of residues above
the statutory limit is more pronounced, at 5.6 %. Twenty-eight per cent of the samples tested
contained more than one pesticide residue. The results were very similar to those from previous
years.

However, pesticide use also has drawbacks. They include:

 Environmental effects, in particular where pesticides can be found in the air, water
or soil.18 Their presence in the environment, particularly in the case of persistent
substances,19 can have adverse effects on non-target species, thus affecting habitats,
contributing to the loss of biodiversity and reducing the quality of services provided
by ecosystems (such as pollination by insects, soil formation and composition, and
drinking water supplies).20

 Human health hazards associated with, for example, farmers altering plant protection
products and also suspected risks to health mainly due to long-term exposure to
residues found on food or in drinking water.

 Their impact on crop protection, (in particular the resurgence of specific harmful
organisms with the disappearance of their natural predators, the emergence of
secondary harmful organisms and the development of resistance to the products
used) which requires continuous development of new products.

Some approaches can be adopted to mitigate the drawbacks mentioned above. They
include:

 Integrated pest management: this consists of prioritising preventative measures and,
in the event that they prove to be insufficient, of favouring non-chemical
management methods and of only using synthetic plant protection products as a last
resort.

16 European Food Safety Authority, 2015 EU Report on Pesticides Residues, 2017.
17 With regard to long-term (chronic) toxicity, EFSA noted in its report on the monitoring programmes

carried out in 2014 that ‘according to current scientific knowledge, it is unlikely that residues from the
pesticides [studied as part of the EU coordinated monitoring programme] pose a long-term health risk
to consumers’.

18 See, for example, J.-C. Etienne and C. Gatignol, Rapport sur Pesticides et santé, Parliamentary Office
for Scientific and Technological Assessment, Paris, 2010.

19 For example, see Science for Environment Policy, Banned pesticides continue to affect toxicity in
streams, 2017.

20 For more details, see D. Bourguignon, Safeguarding biological diversity: EU policy and international
agreements, EPRS, European Parliament, 2016; D. Bourguignon, Ecosystem services: Valuing our
natural capital, EPRS, European Parliament, 2015; and A. Altmayer, Freshwater protection: EU policy
and the status of freshwater systems, EPRS, European Parliament, 2017.

http://www.efsa.europa.eu/en/efsajournal/pub/4791
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2016.4611/epdf
http://www.senat.fr/notice-rapport/2009/r09-421-notice.html
http://ec.europa.eu/environment/integration/research/newsalert/pdf/banned_pesticides_continue_to_affect_toxicity_in_streams_480na3_en.pdf
http://ec.europa.eu/environment/integration/research/newsalert/pdf/banned_pesticides_continue_to_affect_toxicity_in_streams_480na3_en.pdf
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2016)582020
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2016)582020
http://www.europarl.europa.eu/RegData/etudes/BRIE/2015/551321/EPRS_BRI(2015)551321_EN.pdf
http://www.europarl.europa.eu/RegData/etudes/BRIE/2015/551321/EPRS_BRI(2015)551321_EN.pdf
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2017)599280
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2017)599280
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 Biological control products: made from substances derived from living organisms,
these products (also known as ‘biopesticides’) can offer a range of benefits. In
particular, they are often less hazardous to the environment and to mammals, pests
are less likely to develop resistance against them, and their residues cause fewer
problems. However, they are not without their drawbacks; they cost more, are not as
effective and are less universally adopted.

 Precision agriculture: this practice entails only applying synthetic plant protection
products (and other inputs such as fertiliser or water) where they are required,
according to multiple variables, measured in precise relation to the relevant space
and time and making use of new technologies.21

1.3. Opposing views
The use of synthetic plant protection products is vigorously debated in society, with two
competing views being aired. The main arguments supporting the two viewpoints are
outlined as follows:

 Against the current backdrop of significant population growth, some of those in
favour of synthetic plant protection products emphasise the moral obligation to
bolster agricultural practices with a view to combating worldwide famine and
safeguarding food security in the European Union.22 They point out that the move to
bolster practices, which increases crop yields but also their appeal to harmful
organisms, must be accompanied by the use of synthetic plant protection products in
order to preserve yields,23 and they also highlight the socio-economic consequences
of a decline in agricultural yield.24 Lastly, the use of synthetic plant protection
products provides the option of using ‘simplified cultivation techniques’, which can
improve soil quality and reduce greenhouse gas emissions from agricultural holdings.

 Those against synthetic plant protection products emphasise the moral obligation to
protect the environment for future generations and to allow a plurality of agricultural
practices and choice of food.25 They point out that agriculture must be seen as a multi-
functional activity that produces not only food, but also assets for people (such as
biodiversity or drinking water).26 They claim that yield can be maintained while
simultaneously reducing the use of some plant protection products,27 and that instead
of maximising agricultural production, the source of increased agricultural output
should be protected.28 Lastly, they highlight the impact on valuable species and water
and soil resources, along with the suspected adverse effects on human health.

21 For further details, see R. Schrijver et al., Precision agriculture and the future of farming in Europe:
Scientific Foresight Study, EPRS, European Parliament, 2016.

22 See, for example, European Crop Protection Association, With or Without Pesticides.
23 See, for example, E.-C. Oerke et al., op. cit., pp. 759 and 765.
24 See, for example, European Crop Protection Association, Low Yield Legislation, 2016.
25 See, for example, M. Korthals, Two Battles in the History of Agriculture: Against Hunger and Against

Alternatives, in P. B. Thompson (Ed.), The Ethics of intensification: Agricultural Development and
Cultural Change, Springer, Dordrecht, 2008.

26 See, for example, A. Bailey et al., Biopesticides: Pest Management and Regulation, CABI, Wallingford, 2010.
27 See, for example, M. Lechenet et al., Reducing pesticide use while preserving crop productivity and

profitability on arable farms, Nature Plants, 2017; or Science for Environment Policy, Herbicide
reduction can preserve crop yields as well as biodiversity benefits of weeds, 2016.

28 See, for example, A. Dyer, Chasing the Red Queen: the evolutionary race between agricultural pests
and poisons, Island Press, Washington, 2014.

http://www.europarl.europa.eu/RegData/etudes/STUD/2016/581892/EPRS_STU(2016)581892_EN.pdf
http://www.europarl.europa.eu/RegData/etudes/STUD/2016/581892/EPRS_STU(2016)581892_EN.pdf
http://www.ecpa.eu/with-or-without
http://www.ecpa.eu/reports_infographics/low-yield-legislation
https://www.nature.com/articles/nplants20178
https://www.nature.com/articles/nplants20178
http://ec.europa.eu/environment/integration/research/newsalert/pdf/herbicide_reduction_can_preserve_crop_yields_as_well_as_biodiversity_benefits_of_weeds_445na2_en.pdf
http://ec.europa.eu/environment/integration/research/newsalert/pdf/herbicide_reduction_can_preserve_crop_yields_as_well_as_biodiversity_benefits_of_weeds_445na2_en.pdf
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2. European policy
The general objective of EU environmental policy as set out in Article 191 of the Treaty
on the Functioning of the European Union,29 is to put in place ‘a high level of protection’.
Furthermore, the Treaty establishes four principles that underpin EU environmental
policy and are pertinent to policy on pesticides (the precautionary principle, the principle
that preventive action should be taken, the principle that environmental damage should
as a priority be rectified at source and the principle that the polluter should pay).

In the Sixth Environment Action Programme of the European Community adopted in
2002,30 the European Union set itself the target of ‘reducing the impacts of pesticides on
human health and the environment and more generally to achieve a more sustainable
use of pesticides as well as a significant overall reduction in risks and of the use of
pesticides consistent with the necessary crop protection’. In the Seventh Environment
Action Programme of the European Community, adopted in 2013,31 the European Union
intends to ‘ensure that ... the use of plant protection products does not have any harmful
effects on human health or unacceptable influence on the environment, and such
products are used sustainably’, in particular, by monitoring the implementation of EU
legislation and reviewing it, ‘as necessary, to keep it up to date with the latest scientific
knowledge’.

3. European legislation
3.1. The placing of products on the market
The placing of pesticides on the European market is governed by the Regulation on Plant
Protection Products,32 adopted in 2009, and the Regulation on Biocidal Products,33

adopted in 2012. Those regulations have two objectives: ‘to ensure a high level of
protection of both human and animal health and the environment’ and ‘to improve the
functioning of the internal market through the harmonisation of the rules on the placing
on the market of plant protection products’ and biocidal products. Moreover, the
objectives are based on the precautionary principle34 and are designed to prevent testing
on vertebrate animals.

Plant production products and biocides are subject to a dual approval process: active
substances are approved at EU level and products are subsequently authorised

29 Consolidated versions of the Treaty on European Union and the Treaty on the Functioning of the
European Union, OJ C 202, 7.6.2016.

30 Decision No 1600/2002/EC of the European Parliament and of the Council of 22 July 2002 laying down
the Sixth Community Environment Action Programme, OJ L 242, 10.9.2002.

31 Decision No 1386/2013/EU of the European Parliament and of the Council of 20 November 2013 on a
General Union Environment Action Programme to 2020 ‘Living well, within the limits of our planet’, OJ
L 354, 28.12.2013.

32 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market, OJ L 309, 24.11.2009. See also the
consolidated version.

33 Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012
concerning the making available on the market and use of biocidal products, OJ L 167, 27.6.2012. See
also the consolidated version.

34 For more details on the precautionary principle, see D. Bourguignon, The precautionary principle:
Definitions, applications and governance, EPRS, European Parliament, 2015.

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:12016ME/TXT
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1466151133766&uri=CELEX:32002D1600
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32013D1386
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32013D1386
http://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=celex:32009R1107
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02009R1107-20140630
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32012R0528
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02012R0528-20140425
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2015)573876
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2015)573876
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predominantly at Member State level. Applicants pay a fee to the authorities to assess
applications.35 The application processes are accompanied by obligations to make
selected information available to the public.36 Furthermore, in the event of a serious risk
to human or animal health or the environment, safeguarding measures may be taken.

The Regulation on Plant Protection Products covers all plant protection products,
whether they are intended for agricultural use or for another purpose (for example,
horticultural use, or in green spaces and gardens), whether they are synthetic products
or are bio-based (biopesticides)37 and regardless of their mode of action. Aside from
plant protection products that are ready for use, the Regulation also covers active
substances, safeners, synergists, co-formulants and adjuvants that are incorporated into
the end products.38

The Regulation on Biocidal Products covers biocidal products and articles treated with
biocides, with the exception of products or articles that are governed by other
legislation.39 It lists 22 types of biocidal products divided into four groups (disinfectants,
preservatives, pest control products and other biocidal products) according to their
applications.40

3.1.1. Approval of active substances
Active substances are approved at EU level. To be granted approval, an active substance,
safener, co-formulant41 or synergist has to satisfy a number of exemption criteria, mainly
based on the hazard posed by a substance (and not on the risk linked to exposure to the
substance). The main exemption criteria are listed below.

35 Member States’ fees for biocidal products are set in line with the provisions of Article 80 of Regulation
(EU) No 528/2012. Implementing Regulation (EU) No 564/2013 sets the fees payable to ECHA. The
majority of Member States charge a fee for plant protection products.

36 Plant protection products: as part of the substance approval process, EFSA is obliged to make the
summary report and the draft assessment report available to the public, after it has removed any
confidential information from them. Those documents can be accessed via the EFSA website: summary
report (then click on ‘Pesticides dossier’) and draft assessment reports (to view the draft assessment
reports published in recent years, see the search results for ‘public consultation on the active
substance’). The Member States are obliged to publish a list of approved or withdrawn products (see
the list of national databases).
Biocidal products: a whole range of information relating to approved substances and authorised
products must be made accessible to the public by electronic means. That information is available on
the ECHA website: biocidal active substances and biocidal products.

37 However, beneficial micro-organisms (a type of biopesticide) are not covered by the scope of the
regulation.

38 For definitions of the different terms, see definitions pp.3-4.
39 The other legislative acts mainly concern medication (for human and animal use), food hygiene, plant

protection products and toy safety.
40 The list of product types is set out in Annex V to the Regulation. See also ECHA; Product-types.
41 Those co-formulants used in plant protection products which do not meet the established criteria are

itemised in a list in Annex III to the Regulation on Plant Protection Products. At the present time, no
substances are on the list.

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02013R0564-20141119&qid=1487189852039
http://registerofquestions.efsa.europa.eu/roqFrontend/
http://registerofquestions.efsa.europa.eu/roqFrontend/
http://dar.efsa.europa.eu/dar-web/provision
http://www.efsa.europa.eu/en/search/site/%22public consultation on the active substance%22?solrsort=ds_published_date%20desc&results_per_page=20&page=0
http://www.efsa.europa.eu/en/search/site/%22public consultation on the active substance%22?solrsort=ds_published_date%20desc&results_per_page=20&page=0
http://www.eppo.int/PPPRODUCTS/information/information_ppp.htm
https://echa.europa.eu/web/guest/information-on-chemicals/biocidal-active-substances
https://echa.europa.eu/en/information-on-chemicals/biocidal-products?p_p_id=echarevbiocidalproducts_WAR_echarevbiocidalproductsportlet&p_p_lifecycle=1&p_p_state=normal&p_p_mode=view&p_p_col_id=column-1&p_p_col_pos=1&p_p_col_count=3&_echarevbiocidalproducts
https://echa.europa.eu/en/regulations/biocidal-products-regulation/product-types
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Two European agencies involved in granting substance approval

Founded in 2002,42 the European Food Safety Authority (EFSA) provides scientific guidance in
any domain that has a direct or indirect impact on food or food safety. It is based in Parma (Italy)
and has an annual budget of some €79 million. Its Management Board comprises 15 members,
14 of whom are appointed by the Council after consultation with Parliament, from candidates
proposed by the Commission (four of the members have a background in organisations
representing consumers and other interest groups in the food chain) and the other is a
representative of the Commission. Ten panels focusing on different scientific areas, including a
‘Panel on plant health, plant protection products and their residues’,43 are tasked with risk
assessment.

The European Chemicals Agency (ECHA), brought into being by the REACH Regulation, was
founded in 2007 and performs a number of functions in accordance with several legislative acts
of the European Union. It is based in Helsinki (Finland) and has an annual budget of some
€108 million. At the head of ECHA is a Management Board comprising a representative of each
of the 28 Member States appointed by the Board, three representatives of the Commission, two
independent representatives appointed by Parliament, and three observers from other
interested parties. ECHA’s ‘Biocidal Products Committee’ is responsible for preparing opinions
on issues related to biocidal product regulations.44

Table 1 – Principal exemption criteria for substance approval
Plant protection substances Biocidal substances

Effects on
human health

cannot be classified as carcinogenic, mutagenic or toxic to reproduction45

cannot be considered an endocrine disruptor46

Effects on the
Environment

cannot be considered as a persistent, bio-accumulative and toxic (PBT)
substance, or a very persistent, very bio-accumulative substance (vPvB)47

cannot be considered a persistent
organic pollutant (POP)

Source: European Parliamentary Research Service (EPRS).

42 Regulation (EC) No 178/2002 of the European Parliament and of the Council of 28 January 2002 laying
down the general principles and requirements of food law, establishing the European Food Safety
Authority and laying down procedures in matters of food safety OJ L 31, 1.2.2002. Also see the
consolidated version.

43 For more information, see EFSA, Panel on Plant Protection Products and their Residues.
44 For further information, see ECHA, Biocidal Products Committee.
45 Substances cannot be classified as carcinogenic, mutagenic or toxic to reproduction (either category

1A or 1B) as per the CLP regulation.
46 According to certain criteria (for now unspecified) that the European Commission is required to define.

In the expectation that the criteria will be adopted, substances classified as carcinogenic and/or in
category 2 for reproductive toxicity in accordance with the CLP Regulation are considered endocrine
disruptors. Furthermore, substances classified under category 2 for reproductive toxicity and which
have toxic effects on endocrine organs may also be considered to have endocrine disrupting properties.

47 Following the criteria defined in Annex II to the Regulation on plant protection products and Annex XIII
to the REACH Regulation for biocidal products. For more information on these types of substances, see
D. Bourguignon, EU policy and legislation on chemicals: Overview, with a focus on REACH, EPRS,
European Parliament, 2016.

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32002R0178&qid=1486371180126
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02002R0178-20140630&qid=1486371180126
http://www.efsa.europa.eu/en/panels/ppr
https://echa.europa.eu/about-us/who-we-are/biocidal-products-committee
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32008R1272
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32008R1272
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02006R1907-20160401
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2016)595861
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The approval process, which generally takes between two and a half and three years
from the time when the application is declared admissible, can be broken down as
follows:

 An application is submitted to a Member State (for plant protection substances) or to
the European Chemicals Agency (for biocidal substances). It is accompanied by
documentation including toxicological and ecotoxicological studies, along with
information on residues, and on the fate and behaviour in the environment of the
pesticide48. Applications describe the intended uses, particularly the treated crops (for
plant protection products) and the type of product (for biocidal products).

 A national authority (called the ‘Rapporteur Member State’ for plant protection
substances and the ‘evaluating Competent Authority’ for biocidal substances)
confirms the admissibility of the application within a defined time frame and carries
out its assessment within one year, which can be extended if additional information
is required.

 The national authority submits its assessment report49 to the relevant European
agency (EFSA for plant protection substances and ECHA for biocidal substances),
which submit their conclusions to the Commission within a set time frame.50

 The European Commission adopts a regulation51 after the ‘Standing Committee on
the Food Chain and Animal Health’ (plant protection substances) or the ‘Standing
Committee on Biocidal Products’52 has adopted it. Approval is granted for one or more
specific uses. It may be subject to conditions and granted for a maximum period of 10
years.

A number of derogations are permitted in special cases.

48 For plant protection products, the information that has to be included is listed in Commission
Implementing Regulation (EU) No 283/2013. For biocidal products, the information is given in Annex II
to the Regulation on biocidal products.

49 The assessment report is called ‘draft assessment report’ in the procedure for plant protection
substances and ‘assessment report’ and the ‘conclusions of the evaluating Competent Authority’ in the
procedure for biocidal substances.

50 For plant protection substances, EFSA opens the draft assessment report to public consultation for a
period of 60 days and issues its conclusions in 120 days, or longer if experts have to be consulted or if
additional information is required. For biocidal substances, ECHA issues its conclusions within 270 days.

51 Plant protection substances: The list of approved active substances is published in Commission
Implementing Regulation (EU) No 540/2011. The list is also accessible via the register of approved
active substances on the European Commission website.
Biocidal substances: the list of approved active substances is available on the ECHA website.

52 Those regulations are adopted in accordance with the regulatory procedure for plant protection
substances and the examination procedure for biocidal substances. For more detail on the procedures
in question, see A. Hardacre and M. Kaeding, Delegated and Implementing Acts: EIPA Essential guide,
2013, p. 9 and p. 16.

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02013R0283-20141117
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02011R0540-20140901
http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=homepage&language=EN
http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=homepage&language=EN
https://echa.europa.eu/web/guest/information-on-chemicals/biocidal-active-substances
http://www.eipa.eu/files/repository/product/20130904094203_Comitology_Brochure5EN_web.pdf
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Table 2 – Main derogations applicable to substance approval
Max.

Plant protection substances Biocidal substances

5 years substance does not meet approval
criteria but is ‘necessary to control a
serious danger to plant health which
cannot be contained by other
available means’

substance does not meet approval
criteria unless:
 the risk is negligible; or
 the substance is required to prevent or

overcome a serious hazard; or
 non-approval would have

disproportionate negative
consequences for society

7 years substitution of substance planned owing to high risk to human health or the
environment53

15 years low-risk substance54

basic substance55 Substance with no grounds for concern56

Source: European Parliamentary Research Service (EPRS).

Approval can be renewed for a maximum duration of 15 years upon application by the
manufacturer, subject to a similar procedure to that for initial approval. The Commission
may review the approval of a substance at any time.

At the beginning of 2017, in the European Union, 488 active substances for plant
protection products were approved, whilst 205 approvals were granted for an active
substance for use in a particular biocidal product type (see Figure 5). With regard to plant
protection products, included in the figures for approved active substances were 75
substances which are candidates for substitution, 17 basic substances, and seven low-
risk substances; the high number of non-approved active substances for plant protection
products (696) is the result of a review that took place between 1993 and 2009, upon
completion of which some 70 % of the active substances that were on the market before
1993 were withdrawn. With regard to biocidal products, 29 active substances approved
for a particular product type meet the substitution criteria;57 a review of existing active
substances is underway (scheduled for completion in 2024).58

53 Following the criteria listed in Annex II, point 4 to the Regulation on Plant Protection Products, and
Article 10 of the Regulation on Biocidal Products.

54 A low risk substance is understood in this context as a substance that: is not carcinogenic, mutagenic,
toxic to reproduction, sensitising, toxic, explosive or corrosive (in accordance with the CLP Regulation),
is not persistent, neurotoxic or immunotoxic, an endocrine disruptor, and does not have
bioconcentration potential.

55 The term ‘basic substance’ means a substance which is not a substance of concern and which is not
intended primarily for use as a plant protection product (and is not marketed as such) but which may
be useful in protecting plant health.

56 By this is meant a substance which meets the conditions listed in Article 28 of the Regulation on Biocidal
Products and which causes no grounds for concern. A list of these substances can be found in Annex I
to the Regulation.

57 CIRCABC, Information on approved active substances with regard to certain exclusion substitution criteria.
58 The review methods are defined in Commission Delegated Regulation (EU) No 1062/2014. See also

ECHA, Existing active substance.

duration

unlimited

https://circabc.europa.eu/w/browse/e379dc27-a2cc-46c2-8fbb-46c89d84b73d
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32014R1062&qid=1488979968629
https://echa.europa.eu/en/regulations/biocidal-products-regulation/approval-of-active-substances/existing-active-substance
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Figure 5 – Status of active substances in the European Union
Plant protection substances Biocidal substances*

Data source: European Commission, EU pesticides database (consulted in January 2017); ECHA, Active substances
used in biocidal products (consulted in February 2017).

*With regard to biocides, the figures reflect the number of approved active substances for a particular type of product.

Administration of approval applications is spread unequally across Member States.

Figure 6 – Number of approval applications handled by Member State

Data source: European Commission, EU pesticides database (consulted in January 2017); ECHA, Active substances
used in biocidal products (consulted in February 2017). With regard to biocides, the figures reflect the number of
active substances per type of product.

3.1.2. Product authorisation
In general, products are authorised at Member State level. To receive authorisation, a
plant protection product or biocide must meet a number of criteria, including that its
active substances are approved;59 in realistic conditions of use, it is sufficiently effective,
it does not have any harmful effects, either directly or indirectly, on humans or animals
and it does not have any unacceptable impact on the environment.

Three administrative zones have been set out in the European Union to handle plant
protection product approvals (see figure 7), and applications are assessed by one

59 For plant protection products, safeners and synergists also have to be approved and co-formulants
must not have been banned.

Approved
413

Approved
(but
substitution
planned)
75

Not
approved

696

Being assessed
37

Approved
176

Approved (but
substitution
planned)
29

Not approved
28

Being
assessed

558

http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=homepage&language=EN
https://echa.europa.eu/web/guest/information-on-chemicals/biocidal-active-substances
https://echa.europa.eu/web/guest/information-on-chemicals/biocidal-active-substances
http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=homepage&language=EN
https://echa.europa.eu/web/guest/information-on-chemicals/biocidal-active-substances
https://echa.europa.eu/web/guest/information-on-chemicals/biocidal-active-substances
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Rapporteur Member State per zone.60 The zones do not apply to the authorisation of
biocidal products. Biocidal products are authorised on a product-by-product basis, or by
product family.

Figure 7 – Administrative zones for plant protection product authorisation

Source: European Parliamentary Research Service (EPRS).

Several procedures for placing products on the market have been set up. Which
procedure is followed depends on the circumstances.

Table 3 – Procedures for placing plant protection products and biocides on the market
Plant protection products Biocidal products

Authorisation by the Rapporteur Member
State National authorisation

The applicant submits an application for authorisation to a Member State,61 which then assesses
it.
Within one year, the Member State issues an
assessment (positive or negative) and then
grants or declines the authorisation.

Within one year, the Member State issues an
assessment and then grants or declines the
authorisation.

60 Unless the application relates to greenhouse use, post-harvest treatment, treatment of empty storage
premises or seed treatment, in which case, one Member State assesses the application on behalf of all
three zones.

61 The application contains all the information listed in Implementing Regulation (EU) No 284/2013 (plant
protection products) and Annex III to the Regulation on Biocidal Products. It provides the intended
uses, among other information.

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32013R0284
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Plant protection products Biocidal products
Authorisation by Member States concerned Mutual recognition in parallel

If the outcome of the assessment is positive, the other Member States in receipt of an
application grant authorisation.
The Member States concerned grant
authorisation within 120 days, and may apply
conditions or measures to mitigate any risks. If,
in spite of any measures, ‘the product in
question still poses an unacceptable risk to
human or animal health or the environment’, a
Member State may refuse to grant
authorisation.

The Member States concerned have 90 days to
agree on the product characteristics, then grant
authorisation within 30 days. For specific
reasons already laid down,62 a Member State
may, with the consent of the applicant or the
approval of the Commission, impose conditions
on the authorisation or refuse to grant it.

Mutual recognition Mutual recognition in sequence
The authorisation holder may request that an authorisation that has been granted in one
Member State be recognised by another.
There are three scenarios in which mutual
recognition is possible.63 The Member State
authorises the product in principle within 120
days, although in some circumstances it can
decide not to recognise the authorisation.64

The Member States concerned have 90 days to
agree on the product characteristics, then grant
authorisation within 30 days. For specific
reasons already laid down (see above), a
Member State may, with the consent of the
applicant, or the approval of the Commission,
impose conditions on the authorisation or
refuse to grant it.

Parallel trade Parallel trade
If a plant protection product has been authorised in one Member State, it can be used, or placed
on the market in another Member State provided that the second Member State can demonstrate
that the product composition is identical to a product already authorised in its territory.
A parallel trade permit may be issued in 45
working days by following a simplified
procedure.

A parallel trade permit may be issued in 60 days
by following a simplified procedure.

Low-risk products Simplified procedure

62 Those reasons include environmental protection, public policy, human, animal or plant health, the
protection of cultural heritage, the target organisms not being present in harmful quantities, or a
product containing an active substance that is a candidate for substitution or which has been approved
by way of derogation.

63 1) The Member States belong to the same zone; 2) the Member States belong to two different zones
(in this case the authorisation granted by recognition cannot be used to gain recognition in a third
Member State); or 3) the authorisation relates to greenhouse use, post-harvest treatment, treatment
of empty storage premises or seed treatment.

64 If an unacceptable risk to human or animal health or the environment is posed, if the two Member
States belong to different zones, if the product contains a substance that is a candidate for substitution,
if the product has been authorised provisionally (see table 4), or if the product contains a substance
approved by way of derogation to ‘control a serious danger to plant health which cannot be contained
by other available means’.

65 The product must meet the criteria laid down in Article 47 of the Regulation on Plant Protection
Products (in particular, the product’s active substances must have been approved as low-risk
substances, the product may not contain any substances of concern), or the criteria laid down in Article
25 of the Regulation on Biocidal Products (in particular, the product’s active substances must appear
in Annex I to the Regulation, the product may not contain any substances of concern or nanomaterials,
and its handling and intended use must not require personal protective equipment).

A simplified procedure may be used to authorise a low-risk product.65
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Plant protection products Biocidal products
If those conditions are met, a Member State
may issue authorisation for its own territory
within 120 days.

A Member State assesses the application and
issues an authorisation within 90 days, if the
required conditions are met. That authorisation
enables the product to be placed on the market
in the other Member States upon simple
notification.

Minor uses
Upon application by the authorisation holder or
other stakeholders, authorisation for a product
in a Member State may be extended to less
widely grown crops (known as ‘minor uses’).

Union authorisation
The applicant submits an application to ECHA.
The application is then assessed by a Member
State, which submits its draft assessment
report to ECHA within one year. Then, within
180 days, ECHA issues an opinion to the
Commission, which announces authorisation at
EU level. This procedure is subject to additional
conditions.66 It will be gradually introduced by
2020.67

Source: European Parliamentary Research Service (EPRS).

Other provisions are added to these procedures. Member States work together in
different ways.68 When a product contains a substance that is a candidate for
substitution, the authorities carry out a ‘comparative assessment’ to identify whether
there are alternatives (including non-chemical alternatives) for the same uses and if they
warrant substitution. Authorisation can be renewed by following a procedure that is
similar to that for initial approval, as long as the application is lodged within the specified
time frame. In addition, authorisation of a plant protection product or biocide can be re-
evaluated at any time. In the event of withdrawal or non-renewal of or amendment to
an authorisation, a ‘grace period’ of a maximum of 18 months may be granted to dispose
of or use up existing stock.

Derogations are permitted in special cases.

66 Biocidal products have similar conditions of use across the European Union; they do not contain active
substances that have been approved by derogation; they do not belong to product types 14, 15, 17, 20
and 21.

67 At the start of 2017, no Union authorisation had yet been issued. For more details, see ECHA, Union
authorisation.

68 For plant protection products, the uniform principles that guide application assessment are laid down
in Implementing Regulation (EU) No 546/2011. Practical mechanisms are put in place to make
cooperation between Member States feasible within a zone (for example, submission of the
assessment report by the Rapporteur Member State to the other Member States in the zone, or
coordination within the Steering Committee of the zone). Moreover, the Regulation on Plant Protection
Products stipulates that if an authorisation application has been introduced in more than one zone, the
rapporteur Member States agree on the evaluation of data not linked to environmental and agricultural
conditions. For biocidal products, in the event of dispute in the mutual recognition procedure, the issue
is brought before a ‘coordination group’ (comprised of representatives from the Member States and
the Commission), which has 60 days to reach an agreement. If no agreement is reached, the matter is
deferred to the Commission, which may decide on the basis of an ECHA opinion.

https://echa.europa.eu/en/regulations/biocidal-products-regulation/product-types
https://echa.europa.eu/en/regulations/biocidal-products-regulation/authorisation-of-biocidal-products/union-authorisation
https://echa.europa.eu/en/regulations/biocidal-products-regulation/authorisation-of-biocidal-products/union-authorisation
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32011R0546
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Table 4 – Derogations for placing plant protection products and biocides on the market
Plant protection products Biocidal products

Emergency authorisation
An exception may be granted for a product that does not meet the authorisation criteria in the
event of a ‘danger which cannot be contained by any other reasonable means’.
A Member State may issue an authorisation of
that kind for a maximum period of 120 days.
The Commission may decide by adopting an
Implementing Act in accordance with
regulatory procedure69 whether and under
what conditions the Member State may extend,
repeat, amend or withdraw the exception.

A competent authority may issue an
authorisation for a maximum period of 180
days. The Commission may extend an
authorisation by a maximum period of 550 days
by means of an Implementing Act (adopted in
accordance with the examination procedure).70

Provisional authorisation
Under certain conditions, a product containing a new substance that is not yet approved may be
authorised for a maximum period of three years.
Conditions: the application was submitted
before June 2016, the approval dossier for the
active substance is admissible, maximum
residue levels have been defined.

Condition: the evaluating authority
recommended approval of the substance.

Research and development
A non-authorised product may be used for research and development purposes.
Condition: the Member State concerned has
assessed the available data and issued a permit
for trial purposes.

Condition: the Member State concerned has
been notified of the tests and may oppose them
under certain circumstances, within a time
period of 45 days.

Treated seeds
Seed treated with a product authorised in a
Member State for that purpose may be placed
on the market (and sown) throughout the
European Union.

Protection of cultural heritage
If there is no alternative solution, the
Commission may adopt an Implementing Act, in
accordance with the advisory procedure, to
enable a Member State to authorise a product
which contains a non-approved active
substance for the purposes of protecting
cultural heritage.

Source: European Parliamentary Research Service (EPRS).

69 For more information on regulatory procedure, see A. Hardacre and M. Kaeding, op. cit., p. 9.
70 For more information on the examination procedure, see A. Hardacre and M. Kaeding, op. cit., p. 16.

http://www.eipa.eu/files/repository/product/20130904094203_Comitology_Brochure5EN_web.pdf
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Authorised products are subject to special provisions with regard to packaging, labelling
and advertising.71 Member States are obliged by law to make monitoring and control
arrangements, and some involved parties must maintain a register.72

Figure 8 – Number of products authorised in the Member States

Plant protection products

Biocidal products

Data source: European Commission, EU pesticides database; ECHA, Biocidal products. Database consulted in March 2017.

71 Implementing Regulation (EU) No 547/2011 outlines the labelling requirements for plant protection
products.

72 For plant protection products, professionals in the sector must retain records on the quantities
produced, distributed, imported and exported for a period of five years, whilst professional users must
retain records of the products used for three years. For biocidal products, the authorisation holder
must retain data on the products placed on the market for ten years.
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http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=homepage&language=EN
https://echa.europa.eu/en/information-on-chemicals/biocidal-products?p_p_id=echarevbiocidalproducts_WAR_echarevbiocidalproductsportlet&p_p_lifecycle=1&p_p_state=normal&p_p_mode=view&p_p_col_id=column-1&p_p_col_pos=1&p_p_col_count=3&_echarevbiocidalproducts
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02011R0547-20130701
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Contentious issues

A number of issues related to the authorisation of plant protection products and biocides have
been the subject of media discussion in recent years. They include the identification criteria for
endocrine disruptors, which the Commission was required to propose before the end of 2013,
and which had not yet been adopted by early 2017.73 The Commission began to submit proposals
through the comitology procedure from mid-2016 on, but has not succeeded in obtaining a
qualified majority of the representatives of the Member States.74Another contested issue is the
suspected impact of neonicotinoids on bees and the resulting consequences for crop
pollination.75 In 2013, the Commission introduced restrictions on the use of three active
substances in the neonicotinoid family of plant protection products (on coated seeds in
particular).76 Many companies in the sector have challenged the restrictions before the Court of
Justice of the European Union.77 EFSA is reassessing the risk posed to bees by the three
neonicotinoids. The findings are expected at the end of 2017.

In 2016, controversy surrounded the renewed approval of glyphosate following diverging
scientific assessments by the International Agency for Research on Cancer and EFSA.78 In March
2017, on the basis of published studies and unpublished industry studies, the ECHA Committee
for Risk Assessment concluded that glyphosate should not be classified as a carcinogen in the
light of a re-evaluation of the harmonised classification of the substance in accordance with the
CLP Regulation.79

3.2. Plant protection product residues
A Regulation from 2005 on maximum residue levels80 establishes standardised rules
across the EU on the admissible level of residues of plant protection products in food. It
is applicable to all active substances (those that are currently approved, that are no
longer approved and that have never been approved in the European Union), and also

73 For more details see in particular N. Scholz, Commission proposals on identifying endocrine disruptors,
EPRS, European Parliament, 2016.

74 The criteria are adopted in accordance with regulatory procedure with scrutiny (plant protection
products) and by delegated act (biocidal products). In both cases, the Commission submits a proposal
to the representatives of the Member States (‘Standing Committee on the Food Chain and Animal
Health’ for plant protection substances, and to the ‘Standing Committee on Biocidal Products’), adopts
the act and then refers it to the Council and Parliament, which may oppose it. For more detail on the
procedures in question, see A. Hardacre and M. Kaeding, op. cit., p. 10 and p. 12.

75 For a contextual understanding, see, for example, J. Weissenberger, Les abeilles: un bilan de santé
inquiétant, EPRS, European Parliament, 2014. For an understanding of the links between ecosystem
services, agriculture and neonicotinoids, see, for example, European Academies Science Advisory
Council (EASAC), Ecosystem services, agriculture and neonicotinoids, 2015.

76 On the economic and environmental costs associated with the ban on neonicotinoids, see in particular,
HFFA Research GmbH, Banning neonicotinoids in the European Union: An ex-post assessment of
economic and environmental costs, 2017 (study carried out by the agrochemical industry).

77 Mainly by BASF, Bayer and Syngenta. Matters were being examined at the start of 2017.
78 For more details, see, for example, D. Bourguignon, Renewing authorisation for glyphosate, EPRS,

European Parliament, 2016.
79 ECHA, Hot topics: glyphosate; ECHA, Glyphosate not classified as a carcinogen by ECHA, press release,

15 March 2017. For more information on the process of harmonised classification, see D. Bourguignon,
EU policy and legislation on chemicals: Overview, with a focus on REACH, EPRS, European Parliament,
2016, p.21.

80 Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23 February 2005 on
maximum residue levels of pesticides in or on food and feed of plant and animal origin, OJ L 70,
16.3.2005. See also the consolidated version.

http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_BRI(2016)586629
http://www.europarl.europa.eu/thinktank/en/document.html?reference=LDM_BRI(2014)140792
http://www.europarl.europa.eu/thinktank/en/document.html?reference=LDM_BRI(2014)140792
http://www.easac.eu/environment/reports-and-statements/detail-view/article/ecosystem-se.html
https://www.euroseeds.eu/banning-neonicotinoids-european-union
https://www.euroseeds.eu/banning-neonicotinoids-european-union
http://curia.europa.eu/juris/documents.jsf?num=t-584/13
http://curia.europa.eu/juris/documents.jsf?num=T-429/13
http://curia.europa.eu/juris/documents.jsf?num=t-451/13
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_ATA(2016)580894
https://echa.europa.eu/en/chemicals-in-our-life/hot-topics/glyphosate
https://echa.europa.eu/-/glyphosate-not-classified-as-a-carcinogen-by-echa
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2016)595861
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32005R0396
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02005R0396-20160826
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identifies certain active substances for which no maximum residue levels are required.
All food products for humans and animals are covered.

All interested parties81 may submit an application to a Member State to set or revise a
maximum residue level for an active substance. The application must be accompanied
by information and documentation on pertinent good agricultural practices, concerns
raised in scientific literature and toxicological characteristics (including the ‘acute
reference dose’ and the ‘acceptable daily intake’). The Member State draws up an
assessment report ‘without undue delay’. On the basis of that report, EFSA gives its
reasoned opinion on the application within three months, paying particular attention to
any risks to human health. Using the EFSA opinion as its point of departure and within
three months, the Commission draws up a regulation on the setting of, amendment(s)
to or scrapping of the maximum residue level82 or gives a decision rejecting the
application. Maximum residue levels must take into account the risk to vulnerable
consumers (such as infants or children) and levels used outside the European Union.83

Maximum residue levels can be set by food product or by active substance.84 If no level
has been set, a default value of 0.01 mg/kg is applied. In special or exceptional
circumstances, Member States retain the option of deviating from those rules.

Member States are required to carry out controls on samples representative of the
market, establish national control programmes and make provision for sanctions to
enforce compliance with the regulation. The activities of the Member States are
coordinated under a Community control programme, whereas the methods of analysis
are coordinated by the European Union research laboratories. Each year, EFSA publishes
a report on pesticide residues.

3.3. Sustainable use of pesticides
A 2009 directive lays out a framework for action to achieve sustainable pesticide use.85

It applies to plant protection products86 and is designed to reduce the ‘risks and impacts
of pesticide use on human health and the environment’ and to encourage ‘the
development and introduction of integrated pest management and of alternative
approaches or techniques’.

The Directive establishes a series of obligations for Member States, for example, they
must: create National Action Plans that include indicators, timetables and objectives with

81 Including stakeholders of the plant protection and agri-food industry, farmers, non-governmental
organisations that are active in the health sector, the Member States, and third countries that import
food products into the EU.

82 The regulation is then adopted in accordance with regulatory procedure with scrutiny, which enables
Parliament to oppose the proposal. For more information on this procedure, see A. Hardacre and M.
Kaeding, op. cit., p. 10.

83 In this context, a specific level for imported products (‘import tolerance’) may be set to meet the needs
of international trade, provided that it has been requested.

84 The maximum residue levels by food product and active substance can be consulted in the European
Commission database.

85 Directive 2009/128/EC of the European Parliament and of the Council of 21 October 2009 establishing
a framework for Community action to achieve the sustainable use of pesticides OJ L 309, 24.11.2009.
See also the consolidated version.

86 The text of the Directive states that it is anticipated that the scope of the Directive will be extended to
include biocidal products.

http://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/public/?event=pesticide.residue.selection&language=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32009L0128
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:02009L0128-20091125
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a view to working towards achieving the aims of the Directive;87 promoting the adoption
of integrated pest management in line with a series of general principles88 by January
2014; ensure access to appropriate training for professional users, distributors and
advisors; inform the general public and raise awareness; establish regular inspections of
pesticide application equipment; prohibit aerial spraying, except in exceptional
circumstances; take measures to protect the aquatic environment and drinking water
supply; and reduce the use of plant protection products in specific areas (such as parks,
playgrounds, schools, hospitals and protected areas). Furthermore, as part of the
Common Agricultural Policy’s greening rules, the Commission plans to ban the use of
plant protection products under certain circumstances in ‘ecological focus areas’.89

3.4. Other legislation
Some European Union legislation which is not specific to the pesticide domain is also
relevant. The Regulation on Persistent Organic Pollutants90 gives effect to two
international treaties (the Aarhus Protocol and the Stockholm Convention) establishing
control measures.91 The Regulation on the Export and Import of Hazardous Chemicals92

gives effect to the Rotterdam Convention.93 The Water Framework Directive94 lays down
rules on upstream control measures to reduce emissions, discharges and the loss of
pesticides identified as priority substances. The Drinking Water Directive95 sets limits on
pesticides in drinking water.96

87 National Action Plans were required to be communicated to the Commission by the end of November
2012 and must be reviewed at least every five years.

88 Of note amongst those principles (listed in Annex III to the Directive) are: prevention, monitoring of
harmful organisms, preferential use of non-chemical methods, limiting use of pesticides to the absolute
minimum necessary, application of anti-resistance strategies. Member States were obliged to submit
reports by the end of June 2013.

89 European Commission, Draft delegated regulation, 2016. The European Parliament has to approve or
reject the draft between now and June 2017 (procedure 2017/2571(DEA)).

90 Regulation (EC) No 850/2004 of the European Parliament and of the Council of 29 April 2004 on
persistent organic pollutants, OJ L 58, 30.4.2004. See also the consolidated version.

91 Half of the substances covered by the Stockholm Convention are pesticides. For more details on the
Aarhus Protocol, the Stockholm Convention and Regulation (EC) No 850/2004, see D. Bourguignon, EU
policy and legislation on chemicals: Overview, with a focus on REACH, EPRS, European Parliament,
2016, pp.24-25.

92 Regulation (EU) No 649/2012 of the European Parliament and of the Council of 4 July 2012 concerning
the export and import of hazardous chemicals OJ L 201, 27.7.2012. See also the consolidated version.

93 Of the 47 substances covered by the Rotterdam Convention, 33 are pesticides. For more details on the
Rotterdam Convention and Regulation (EC) No 649/2012, see D. Bourguignon, EU policy and legislation
on chemicals: Overview, with a focus on REACH, EPRS, European Parliament, 2016, pp.23-24.

94 Directive 2000/60/EC of the European Parliament and of the Council of 23 October 2000 establishing a
framework for Community action in the field of water policy OJ L 327, 22.12.2000. See also the
consolidated version.

95 Council Directive 98/83/EC of 3 November 1998 on the quality of water intended for human
consumption, OJ L 330, 5.12.1998. See also the consolidated version.

96 Maximum concentration is set at 0.1 μg/l for a specific pesticide and its relevant metabolites; and at
0.5 μg/l for all pesticides.

https://ec.europa.eu/food/plant/pesticides/sustainable_use_pesticides/nap_en
https://ec.europa.eu/food/plant/pesticides/sustainable_use_pesticides/ipm_en
https://ec.europa.eu/info/law/better-regulation/initiatives/ares-2016-6991856_en
http://www.europarl.europa.eu/oeil/popups/ficheprocedure.do?reference=2017/2571(DEA)&l=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32004R0850
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02004R0850-20160322
http://chm.pops.int/TheConvention/ThePOPs/ListingofPOPs/tabid/2509/Default.aspx
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2016)595861
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2016)595861
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32012R0649
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02012R0649-20160201
http://www.pic.int/TheConvention/Chemicals/AnnexIIIChemicals/tabid/1132/language/en-US/Default.aspx
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2016)595861
http://www.europarl.europa.eu/thinktank/en/document.html?reference=EPRS_IDA(2016)595861
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32000L0060&qid=1488280839276
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02000L0060-20141120&qid=1488280839276
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31998L0083&qid=1488286149993
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:01998L0083-20151027&qid=1488286149993
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Other European Union legislation deals with aspects particularly relevant to pesticides,
for example the Regulation Concerning Statistics on Pesticides and the Directive with
regard to Machinery for Pesticide Application.97

Lastly, the purpose of the International Plant Protection Convention, which has been
signed by all Member States of the European Union, is to prevent and control harmful
organisms from being introduced to plants and plant products and from being spread.98

Case-law

Several judgments of the Court of Justice of the European Union have interpreted legislation on
pesticides. On access to documents, the General Court annulled a Commission decision refusing
access to certain documents on the definition of endocrine disruptors and stated that the
Commission was required to provide detailed reasons for refusing access to the documents.99

The Court also ruled that the use of a plant protection product or biocidal product equated to
‘emissions into the environment’, a subject about which the general public has the right to obtain
information (including data on the composition and quantity of pesticides used, the date and
place of use, and information on the environmental impact of these emissions).100 With regard
to the definition of endocrine disruptors, the General Court judged that the Commission had
failed to fulfil its obligation to act by failing to adopt criteria for the definition of these
substances.101

4. Opportunities and Challenges
A number of aspects of European Union policy on pesticides present both opportunities
and/or challenges. They include:

Costs

 Regulatory costs for the pesticide industry: for the agrochemical sector, costs related
to regulations on pesticides and the CLP regulation are estimated at 4.6 % of value
added (or 1 % of turnover), i.e. approximately €142 million per year. On a more
general level, the total cost of legislation on chemical products for the agrochemical
sector is estimated at 12.8 % of value added (or 2.6 % of turnover), i.e. €388 million
per year.102

 Research and development costs for new pesticides: a study carried out by the
agrochemical industry shows that developing a new active substance and placing a
new product on the market takes 11 years on average, while the average expenditure
required for the research and development of a new plant protection product

97 Regulation (EC) No 1185/2009 of the European Parliament and of the Council of 25 November 2009
concerning statistics on pesticides OJ L 324, 10.12.2009; Directive 2009/127/EC of the European
Parliament and of the Council of 21 October 2009 amending Directive 2006/42/EC with regard to
machinery for pesticide application, OJ L 310, 25.11.2009.

98 The International Plant Protection Convention entered into force in 1952.
99 Judgment of 20 September 2016 relating to case T-51/15 (PAN Europe v Commission, points 41-43).
100 Judgments of 23 November 2016 relating to cases C-442/14 (Bijenstichting / Bayer, points 95-96) and

C-673/13 P (Commission v Greenpeace Netherlands and PAN Europe, points 79-81).
101 Judgment of 16 December 2015 relating to case T-521/14 (Sweden v Commission, point 78).
102 Maroulis, N. et al., Cumulative Cost Assessment for the EU Chemical Industry, European Commission,

2016, p. 104 and p. 130. That estimate is an average for the period from 2004 to 2014. Compared with
REACH, legislation on pesticides creates greater financial obligations per active substance or per
product placed on the market, particularly given the costs for registration and the requirement for
products to be separately authorised in the Member States.

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32009R1185&qid=1488287316199
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32009L0127&qid=1488287223182
https://www.ippc.int/en/core-activities/governance/convention-text/
http://curia.europa.eu/juris/document/document.jsf?text=&docid=183542&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=97112
http://curia.europa.eu/juris/document/document.jsf?text=&docid=185542&pageIndex=0&doclang=en&mode=lst&dir=&occ=first&part=1&cid=99702
http://curia.europa.eu/juris/document/document.jsf?text=&docid=185545&pageIndex=0&doclang=EN&mode=lst&dir=&occ=first&part=1&cid=99702
http://curia.europa.eu/juris/document/document.jsf?text=&docid=173067&pageIndex=0&doclang=fr&mode=lst&dir=&occ=first&part=1&cid=422040%20(not%20available%20in%20English)
http://ec.europa.eu/DocsRoom/documents/17784/attachments/1/translations/
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amounts to US$ 286 million.103 For a biocide, the average cost is estimated to be
between €3.3million and €11.7 million.104 Research and development takes place
against a backdrop of a reduction in the number of effective plant protection products
that are available and quickening emergence of resistance to existing products.105

Approval procedures

 Assessment of active substances: In a decision in 2016, the European Ombudsman
considered that, in its assessment of active substances for plant protection products
and in particular with the procedure for further confirmatory information,106 the
European Commission may have been too lenient in its practices and may not have
been taking the precautionary principle sufficiently into account. Following its
assessment, the Ombudsman considered that the Commission had largely accepted
its proposals for a solution.107

 Potential conflicts of interest: the regulatory process has been criticised in the past
for its potential conflicts of interest. In December 2011, the European Ombudsman
recommended that EFSA stepped up its rules and procedures on ‘revolving door’
situations.108 In May 2012, Parliament postponed signing off the EFSA budget, citing,
among other things, concerns over conflicts of interest, in particular concerning the
Chair of the Management Board.109 In a report from October 2012 on the
management of conflict of interest in selected EU agencies, the European Court of
Auditors indicated that the management of conflict of interest by EFSA and ECHA was
not appropriate, on account of shortcomings in internal policies and procedures,
and/or their implementation.110

 Emergency authorisation: A 2017 report by environmental NGOs states that from
2013 to 2016, Member States issued 1 100 emergency plant protection product
authorisations that did not meet the criteria (authorised for a period of 120 days to
contend with a ‘danger which cannot be contained by any other reasonable means’).
The report states that a large number of these authorisations do not provide
information on the nature or impact of the ‘danger’, or the ‘other reasonable means’
that could be used.111

 Substitution of active substances: In January 2015, experts from the Member States
validated a list of 75 active substances for plant protection products which are

103 Phillips McDougall, The Cost of New Agrochemical Product Discovery, Development and Registration
in 1995, 2000, 2005-8 and 2010 to 2014. R&D expenditure in 2014 and expectations for 2019, 2016,
pp.3-4.

104 European Commission, SWD(2016)211 Annex 14, op.cit., pp.330.
105 See, for example, A. Bailey et al., op. cit., pp.20-39.
106 Laid down in Article 6(f) of the Regulation on Plant Protection Products.
107 European Ombudsman, Decision, case 12/2013/MDC, 18.02.2016.
108 European Ombudsman, Draft recommendations, case 775/2010/ANA, 07.1.2011. See also European

Ombudsman, Decision, case 775/2010/ANA, 23.5.2013.
109 European Parliament decision of 10 May 2012 on discharge in respect of the implementation of the

budget of the European Food Safety Authority for the financial year 2010, 2011/2226(DEC). The Chair
of the EFSA Management Board resigned from her post on 9 May 2012 (see EFSA, press release,
9.5.2012).

110 European Court of Auditors, Management of conflict of interest in selected EU Agencies, Special Report
No 15/2012, 11.10.2012. The four agencies audited were the European Aviation Safety Agency, the
European Medicines Agency, the European Chemicals Agency and the European Food Safety Authority.
The report identified ECHA as having ‘significant shortcomings’ and EFSA as having ‘shortcomings’.

111 PAN Europe, ClientEarth and Bee Life, Bee Emergency Call, 2017.

http://191hmt1pr08amfq62276etw2.wpengine.netdna-cdn.com/wp-content/uploads/2016/04/Phillips-McDougall-Final-Report_4.6.16.pdf
http://191hmt1pr08amfq62276etw2.wpengine.netdna-cdn.com/wp-content/uploads/2016/04/Phillips-McDougall-Final-Report_4.6.16.pdf
http://eur-lex.europa.eu/resource.html?uri=cellar:8d56d9fd-339d-11e6-969e-01aa75ed71a1.0001.02/DOC_4&format=PDF
https://www.ombudsman.europa.eu/en/cases/decision.faces/en/64069/html.bookmark
https://www.ombudsman.europa.eu/en/cases/recommendation.faces/en/11089/html.bookmark
https://www.ombudsman.europa.eu/en/cases/decision.faces/en/50246/html.bookmark
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P7-TA-2012-0173+0+DOC+XML+V0//EN
http://www.efsa.europa.eu/en/press/news/120509
http://www.eca.europa.eu/en/Pages/NewsItem.aspx?nid=2051
http://www.documents.clientearth.org/wp-content/uploads/library/2017-02-15-bee-emergency-call-coll-en.pdf
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expected to be replaced by another less hazardous substance.112 Since 1 August 2015,
as part of the authorisation process for plant protection products containing active
substances, Member States have been obliged to carry out a comparative assessment
to ascertain if alternatives (whether chemical or non-chemical) exist. A list of
candidates for substitution has also been drawn up for biocidal products. The
Commission highlights that exclusion and the comparative assessment are ‘very
powerful mechanisms’ which have not yet reached their full potential.113

 Assessment of cumulative risks posed by residues of plant protection products:
studies suggest that the combined effect of residues of plant protection products may
be significantly higher than the sum of the effects of each residue taken separately.114

Those cumulative effects are not currently considered in EFSA's annual reports on
pesticide residues. An assessment methodology is still being developed. Against that
backdrop, in 2013, EFSA adopted an approach grouping the active substances
according to similarity of toxicological properties for a specific organ or system (such
as the thyroid or central nervous system).115 In the longer term, EFSA hopes to begin
to gradually incorporate cumulative risk assessments into its annual analysis of the
chronic and acute risks that plant protection products present for consumers.

Sustainability

 Integrated pest management: it is not clear whether a regulatory obligation (as set
out in the Directive on the Sustainable Use of Pesticides) is sufficient to persuade
farmers to adopt integrated pest management practices. A 2014 study identifies four
key factors for the adoption of those practices: cost effectiveness ratio, market forces,
farmers' attitudes, and public policy instruments.116 The European Union's action on
this issue primarily consists of financing a project coordinating research activities on
integrated pest management.117

 Use of biopesticides (plant protection products of biological origin): some experts
state that European legislation, designed primarily for chemical pesticides, could be
an obstacle to approving active substances of biological origin and the marketing of
biocidal pest control products. They also point out that many of the benefits of
biopesticides (such as high specificity, ease of isolation, or potential for self-sustaining
control) may deter the agrochemical industry, which is based on a model with
opposing properties.118 According to a study conducted for the agrochemical sector,
7.3 % of expenditure on research and development was allocated to biocontrol
products in 2014.119

Other legislation

112 European Commission, Draft list of candidates for substitution (January 2015).
113 European Commission, Report on the sustainable use of biocides, COM(2016) 151.
114 See, for example, Graillot, V. et al., Genotoxicity of pesticide mixtures present in the diet of the French

population, Environmental and Molecular Mutagenesis, 2012, number 53, pp.173–184.
115 EFSA, EFSA presents cumulative assessment group methodology for pesticides, press release,

12.07.2013. In 2016, specific software was developed to manage cumulative risk assessment (EFSA,
Pesticides: breakthrough on cumulative risk assessment, press release, 27.01.2016).

116 Lefebvre, M., et al., Incentives and policies for integrated pest management in Europe: A review,
Agronomy for Sustainable Development, 2014, number 35(1), pp.27-45.

117 Coordinated Integrated Pest Management in Europe (C-IPM).
118 See, for example, A. Bailey et al., op. cit., pp.3-6.
119 Phillips McDougall, op. cit., p.23. The study projects that this proportion will increase to 9.2 % in 2019.

http://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_ppp_app-proc_cfs_draft-list.pdf
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52016DC0151&qid=1487064608792
http://onlinelibrary.wiley.com/doi/10.1002/em.21676/abstract
http://onlinelibrary.wiley.com/doi/10.1002/em.21676/abstract
http://www.efsa.europa.eu/en/press/news/130712
http://www.efsa.europa.eu/en/press/news/160127?utm_content=feature&utm_source=EFSA%20Newsletters&utm_campaign=409deef33c-HL_20160128&utm_medium=email&utm_term=0_7ea646dd1d-409deef33c-63635837
https://www.researchgate.net/publication/271728601_Incentives_and_policies_for_integrated_pest_management_in_Europe_A_review
http://c-ipm.org/what-is-c-ipm/
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 Counterfeit plant protection products: according to recent estimations, counterfeits
cost the legitimate industry about €1.3 billion annual revenue (i.e. almost 14 % of
sales).120 The phenomenon, which appeared in the early 2000s, gained momentum
from 2006 to 2008. Imported counterfeits come mainly from China, enter the
European Union via the major ports in north-western Europe and then transit to their
final destination, contravening the parallel trading system in the process. The lower
cost and the wish to continue using products that are no longer authorised may
explain why users buy counterfeit products with full knowledge of the facts.121

 Minor uses of plant protection products: minor uses concern crops that are not
widely grown in a given Member State. The Commission estimates that ‘minor’ crops
are worth about €70 billion per year.122 Even though the authorisation process for
plant protection products for those crops is not economically viable for the
agrochemical industry, the use of plant protection products is important for farmers.
National funds help to finance efficacy and residue trials for minor uses with a view to
obtaining extensions to authorisations. In addition, most Member States allocate
structural money and manpower to address this issue.123 In 2015, the Commission
created a coordinating facility124 to ‘promote synergies’ and ‘to ensure that national
funds are efficiently invested’.

5. European Parliament position
The European Parliament stresses that the implementation of the regulatory framework
for plant protection products urgently needs to be reviewed and a coherent assessment
system that is efficient, predictable and based on risks and scientific argument urgently
needs to be developed. It also highlights the need for farmers to have more instruments
to protect their crops and deplores the slow implementation of the Directive on the
sustainable use of pesticides by the Member States and the Commission.125

Parliament stresses the need to improve the availability of low-risk pesticides, without
further delay, as the current authorisation procedure is not ideal for low-risk pesticides
of biological origin. It calls on the Commission to present a legislative proposal before
the end of 2018 that amends the Regulation on plant protection products, prioritising
the development of low-risk pesticides of biological origin and placing them on the
European Union market.126 Furthermore, it calls on the Commission to make every
possible effort to pave the way for the full and complete disclosure of the scientific data

120 European Union Intellectual Property Office, The economic cost of IPR infringement in the pesticides
sector, 2017, p.5.

121 Food Chain Evaluation Consortium (FCEC), Ad-hoc study on the trade of illegal and counterfeit
pesticides in the EU, 2015, pp. ii-iii.

122 European Commission, Report on the establishment of a European fund for minor uses in the field of
plant protection products, COM(2014) 82, p.8. Minor uses mainly concern the fruit and vegetable
sector (64 %) and the ornamental plant sector (35 %). The vast majority (72 %) of the fruit and
vegetable sector is located in Member States belonging to zone C (south).

123 Ibid, p. 9.
124 EU Minor Uses Coordination Facility (MUCF).
125 European Parliament resolution of 7 June 2016 on technological solutions for sustainable agriculture

in the EU 2015/2225 (INI).
126 European Parliament resolution of 15 February 2017 on low-risk pesticides of biological origin,

2016/2903(RSP).

https://euipo.europa.eu/ohimportal/en/web/observatory/ipr-infringement-pesticides-sector
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https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_ppp_illegal-ppps-study.pdf
https://ec.europa.eu/food/sites/food/files/plant/docs/pesticides_ppp_illegal-ppps-study.pdf
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https://www.minoruses.eu/
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used in the assessment process for plant protection substances at European level.127

Finally, it urges the Commission to maintain its ban on the use of neonicotinoids by
referring to the body of scientific evidence that demonstrates the negative effect that
those products can have on pollination or natural pest control mechanisms.128

6. Stakeholders' views
The European Crop Protection Association – ECPA (European association for the
agrochemical sector) takes the view that the current regulatory framework is flawed. It
complains of a politicised process that ignores science and innovation, does not
recognise the merits of risk management and does not consider the need for farmers to
have appropriate tools. It points out the risk that the substitution process may cause a
10 % to 14 % reduction in yield for main crops and up to 85 % for specialised crops, with
consequences for employment, trade and greenhouse gas emissions.129

The International Biocontrol Manufacturers Association (IBMA) advocates a new
approach to the approval and authorisation of low-risk plant protection substances and
products by speeding up and prioritising assessment of low-risk substances and products
and not restricting the validity period of the approvals and authorisations granted for
these active substances and low-risk products.130

The European Farmers' Association and their Copa & Cogeca cooperatives are opposed
to the ban on using plant protection products on protein crops in ecological focus areas,
as proposed by the Commission.131

The environmental NGO Pesticide Action Network Europe (PAN Europe) criticises the
conflict of interest and approach taken by EFSA with regard to cumulative risk
assessment.132 It also highlights shortcomings in the approval process for active
substances for plant protection products, above all, the fact that some independent
scientific studies are not considered during the Member States' risk assessments on the
basis of guidelines issued by EFSA.133

7. Outlook
Action expected to be taken by the Commission includes:

127 European Parliament resolution of 13 April 2016 on the draft Commission implementing regulation
renewing the approval of the active substance glyphosate, 2016/2624(RSP).

128 European Parliament resolution of 2 February 2016 on the mid-term review of the EU’s Biodiversity
Strategy, 2015/2137(INI).

129 European Crop Protection Association, Low Yield Legislation, 2016.
130 International Biocontrol Manufacturers Association, IBMA proposed approach to revise procedures via

amendment or adaption of Regulation (EC) 1107/2009 for the EU approval of Low-risk Active
Substances and authorisation and placing Low-risk Products on the market in EU Member States, 2015.

131 Copa-Cogeca, Copa and Cogeca outline key elements of future Common Agricultural Policy (CAP) to EU
Farm Ministers, press release, 2016.

132 Pesticide Action Network Europe, A poisonous injection: how industry tries to water down the risk
assessment of pesticides mixtures in everyday food, 2014.

133 Pesticide Action Network Europe, Missed & dismissed: Pesticide regulators ignore the legal obligation
to use independent science for deriving safe exposure levels, 2014; Pesticide Action Network Europe,
Twisting and binding the rules: In 'resubmission' all efforts are aimed to get pesticides approved, 2012.
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http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P8-TA-2016-0034+0+DOC+XML+V0//EN
http://www.ecpa.eu/reports_infographics/low-yield-legislation
http://www.ibma-global.org/en/position-papers-1
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 An evaluation of the legislation on plant protection products and their residues:
initiated in November 2015 and scheduled for completion in November 2018, the
purpose of the exercise is to evaluate the implementation of EU legislation134. At the
same time, the Commission intends to prepare the reports that it is required to
publish on the implementation of the regulations on plant protection products and
on residues.135

 The publication of other reports on Member States’ experiences in implementing
national targets for the sustainable use of pesticides, and on the Union authorisation
procedure for biocidal products.136

 The adoption of criteria for the definition of endocrine disruptors and guidelines for
assessing the risk posed by those substances.137

 An examination of the legislation on pesticides by the scientific advice mechanism of
the European Commission.138

In 2016 the Commission stated that it did not intend to extend the scope of the
sustainable pesticides Directive to include biocides.139

The following should, however, be noted: the approval process remains resource-
intensive, particularly for those national and European authorities tasked with
authorisation, which can result in the process being prolonged. With this in mind, for the
system to function properly, it is essential that trust exists between authorities in the
different Member States. Furthermore, discrepancies between the deadlines laid down
in the Regulation on Plant Protection Products and the Regulation on Residues may lead
to difficulties for all concerned.

Looking forward, it can be expected that the European Union's policy on pesticides will
continue to be influenced by a number of factors, in particular, constantly evolving
scientific knowledge, public perception of pesticides (illustrated by the recent European
Citizens' Initiative ‘Ban glyphosate and protect people and the environment from toxic
pesticides’),140 and the search for new crop protection methods, including allowing
candidate products to be substituted.

134 European Commission, REFIT Evaluation of the EU legislation on plant protection products and
pesticides residues, 2016.

135 European Commission, Commission Work Programme for 2016, COM(2015) 610 Annex II. The
deadlines set in the legislation for the publication of these reports was 14 December 2014 (for a series
of aspects related to the functioning of plant protection product policy – Regulation (EC) No 1107/2009,
Article 82), 14 December 2016 (studies concerning vertebrate animals – Regulation (EC) No 1107/2009,
Article 62) and March 2015 (implementation of the Regulation on residues – Regulation (EC)
No 396/2005, Article 47).

136 The deadlines set in the legislation for the publication of the reports are 26 November 2018 (Directive
2009/128/EC, Article 4) and 31 December 2017 (Regulation (EU) No 258/2012, Article 42).

137 Council of the European Union, Outcome of the 3497th meeting of the Agriculture and Fisheries
Council, ST 14271/16, p.15.

138 European Commission, Scientific Advice Mechanism: Topics.
139 European Commission, op. cit., COM(2016) 151, p.13. Good agricultural practices are established by

the Member States, industry associations, and the new European standard EN16636.
140 European Commission, European Citizens' Initiative: official register.
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Lastly, unknown factors could change the overall situation, for example, the impact of
climate change on crop yields that could see reduced output in Mediterranean areas, or
an increase in boreal areas.141
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Substances used to suppress, eradicate and prevent
organisms that are considered harmful are grouped under
the term ‘pesticide’. The term includes both plant
protection products (used on plants in agriculture,
horticulture, parks and gardens) and biocidal products
(used in other applications, for example, as a disinfectant
or to protect materials).

Pesticides can be useful in a number of circumstances, for
example, in overcoming diseases and increasing
agricultural yields. However, they are not without their
disadvantages – above all, their environmental impact, the
risks that they pose to human health and their effects on
crop protection.

European Union pesticide legislation is designed to ensure
a high level of protection for human health and the
environment and to improve the functioning of the
internal market. Plant production products and biocides
are subject to a dual approval process: active substances
are approved at EU level and products are subsequently
authorised predominantly at Member State level.
Furthermore, standardised maximum levels are set for the
residues of plant protection products in food, and a
framework for action is focused on sustainable pesticide
use.

A number of aspects of European Union policy on
pesticides can be considered as either opportunities or
challenges, in particular, issues surrounding costs for the
industry, the approval process, and sustainability.

The Commission is currently assessing the legislation on
plant protection products and their residues. The
conclusions of that study are expected by the end of 2018.
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