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Amendment by Roberto Musacchio

Amendment 150
Recital 6

(6) Plant production has a very important 
place in the Community. One of the most 
important ways of protecting plants and 
plant products against harmful organisms, 
including weeds, and of improving 
agricultural production is the use of plant 
protection products.

deleted

Or. en

Justification

The top priority of this Regulation is the protection of human and animal health, which must 
therefore take absolute precedence over any financial, economic or other considerations.
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Amendment by Caroline Lucas

Amendment 151
Recital 7

(7) Plant protection products can also have 
non-beneficial effects on plant production. 
Their use may involve risks and hazards for 
humans, animals and the environment, 
especially if placed on the market without 
having been officially tested and authorised 
and if incorrectly used. Therefore, 
harmonised rules should be adopted on the 
placing on the market of plant protection 
products.

(7) Pesticides can also have non-beneficial 
effects on plant production. Their use may 
involve risks, hazards and short and long-
term adverse impacts for humans, animals 
and the environment, especially, but not 
only, if placed on the market without having 
been officially tested and authorised and if 
incorrectly used.  Therefore, harmonised 
rules should be adopted on the placing of 
pesticides on the market. 

Or. en

Justification

The term 'plant protection products' used throughout the proposal, including the title, is 
inappropriate as many members of the public will not be familiar with this terminology. 
Therefore its continued use could lead to confusion amongst members of the 
public/consumers. The word pesticides is the correct word to use. ‘Plant protection products’ 
should be replaced with ‘pesticides’ and in the relevant places ‘pesticide products' 
throughout the text of this Regulation.

Amendment by Roberto Musacchio

Amendment 152
Recital 7

(7) Plant protection products can also have 
non-beneficial effects on plant production. 
Their use may involve risks and hazards for 
humans, animals and the environment, 
especially if placed on the market without 
having been officially tested and authorised 
and if incorrectly used. Therefore, 
harmonised rules should be adopted on the 
placing on the market of plant protection 
products.

(7) Plant protection products can also have 
non-beneficial effects on plant production. 
Their use may involve harm, risks and 
intrinsic hazards and short and long-term 
adverse impacts for humans, animals and 
the environment, especially if placed on the 
market without having been officially tested 
and authorised and if incorrectly used. 
Therefore, harmonised rules should be 
adopted on the placing on the market of 
plant protection products.

Or. en
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Justification

PPPs do not only involve risks and hazards for humans, animals and the environment. They 
also entail harm on humans, animals and the environment and intrinsic hazards.

Amendment by Thomas Ulmer

Amendment 153
Recital 8

(8) The purpose of this Regulation is to 
ensure a high level of protection of both 
human and animal health and the 
environment. Particular attention should be 
paid to the protection of vulnerable groups 
of the population, including pregnant 
women, infants and children. The 
precautionary principle should be applied 
and ensure that industry demonstrates that 
substances or products produced or placed 
on the market do not adversely affect human 
health or the environment.

(8) The purpose of this Regulation is to 
ensure a high level of protection of both 
human and animal health and the 
environment. Particular attention should be 
paid to the protection of vulnerable groups 
of the population, including pregnant and 
nursing women, unborn children, infants 
and children. The precautionary principle 
should be applied and ensure that industry 
demonstrates that substances or products 
produced or placed on the market do not 
adversely affect human health or the 
environment.

Or. de

Amendment by Urszula Krupa

Amendment 154
Recital 8

(8) The purpose of this Regulation is to 
ensure a high level of protection of both 
human and animal health and the 
environment. Particular attention should be 
paid to the protection of vulnerable groups 
of the population, including pregnant 
women, infants and children. The 
precautionary principle should be applied 
and ensure that industry demonstrates that 
substances or products produced or placed 
on the market do not adversely affect human 
health or the environment.

(8) The purpose of this Regulation is to 
ensure a high level of protection of both 
human and animal health and the 
environment. Particular attention should be 
paid to the protection of vulnerable groups 
of the population, including pregnant 
women, infants and children, senior citizens 
and convalescent persons. The 
precautionary principle should be applied 
and ensure that industry demonstrates that 
substances or products produced or placed 
on the market do not adversely affect human 
health or the environment.
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Or. pl

Justification

Convalescent persons should be included among the particularly vulnerable groups, because 
they need to be in a clean environment that is free of plant protection products in order to 
regain their health.

Amendment by Ioannis Gklavakis

Amendment 155
Recital 8

(8) The purpose of this Regulation is to 
ensure a high level of protection of both 
human and animal health and the 
environment. Particular attention should be 
paid to the protection of vulnerable groups 
of the population, including pregnant 
women, infants and children. The 
precautionary principle should be applied 
and ensure that industry demonstrates that 
substances or products produced or placed 
on the market do not adversely affect human 
health or the environment.

(8) The purpose of this Regulation is to 
ensure a high level of protection of both 
human and animal health and the 
environment, and at the same time to 
ensure the competitiveness of European 
agriculture. Particular attention should be 
paid to the protection of vulnerable groups 
of the population, including pregnant 
women, infants and children. The 
precautionary principle should be applied 
and ensure that industry demonstrates that 
substances or products produced or placed 
on the market do not adversely affect human 
health or the environment.

Or. el

Justification

The measures and decisions adopted must not prove detrimental to the competitiveness of 
Community agriculture on the world market.

Amendment by Erna Hennicot-Schoepges and Péter Olajos +Dan Jørgensen, Chris Davies 
and Roberto Musacchio

Amendment 156
Recital 8

(8) The purpose of this Regulation is to 
ensure a high level of protection of both 

(8) The purpose of this Regulation is to 
ensure a high level of protection of both 
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human and animal health and the 
environment. Particular attention should be 
paid to the protection of vulnerable groups 
of the population, including pregnant 
women, infants and children. The 
precautionary principle should be applied 
and ensure that industry demonstrates that 
substances or products produced or placed 
on the market do not adversely affect human 
health or the environment.

human and animal health and the 
environment. Particular attention should be 
paid to the protection of vulnerable groups 
of the population, including pregnant 
women, infants and children. The 
precautionary principle should be applied 
and ensure that industry demonstrates that 
substances or products produced or placed 
on the market do not adversely affect human 
health or the environment and are not 
suspected of doing so.

Or. en

Justification

Currently a high level of proof required to demonstrate that a pesticide does affect human 
health and the environment. The level of proof should instead be required to demonstrate that 
a pesticide does not affect or is not suspected to affect human health and the environment.

Amendment by Thomas Ulmer

Amendment 157
Recital 9

(9) Substances should only be included in 
plant protection products where it has been 
demonstrated that they present a clear 
benefit for plant production and they are not 
expected to have any harmful effect on 
human or animal health or any unacceptable 
influence on the environment. In order to 
achieve the same level of protection in all 
Member States, the decision on acceptability 
or non-acceptability of such substances 
should be taken at Community level.

(9) Substances should only be included in 
plant protection products where it has been 
demonstrated that they present a clear 
benefit for plant production and it has been 
established that they will not have any 
harmful effect on human or animal health or 
any unacceptable influence on the 
environment. In order to achieve a high and 
identical level of protection in all Member
States, the decision on acceptability or non-
acceptability of such substances should be 
taken at Community level.

Or. de
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Amendment by Christa Klaß and Anja Weisgerber + Erna Hennicot-Schoepges and Péter 
Olajos

Amendment 158
Recital 9 a (new)

(9a) To apply the 'polluter pays' principle, 
the Commission should examine how 
manufacturers of plant protection products 
or of the active substances they contain 
should be appropriately involved in dealing 
with or rectifying harm to human health or 
to the environment which may result from 
the use of plant protection products.

Or. de

Justification

As in other areas of European health and environment policy, manufacturer responsibility 
should also apply to plant protection products and their active substances. 

Amendment by Caroline Lucas

Amendment 159
Recital 11 a (new)

(11a) The development of non animal in 
vitro (test tube) test methods should be 
promoted in order to produce more human 
relevant safety data than results of animal 
studies currently in use. 

Or. en

Justification

The vast majority of animal test methods have never been validated to modern standards, and 
in many cases their relevance and reliability are in doubt. The promotion of non animal test 
methods is important for the protection of human health, as well as to prevent animal 
suffering.
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Amendment by Erna Hennicot-Schoepges and Péter Olajos + Dan Jørgensen, Chris Davies 
and Roberto Musacchio

Amendment 160
Recital 13

(13) In the interest of safety, the approval 
period for active substances should be 
limited in time. The approval period should 
be proportional to the possible risks inherent 
in the use of such substances. Experience 
gained from the actual use of plant 
protection products containing the 
substances concerned and any developments 
in science and technology should be taken 
into account when any decision regarding 
the renewal of an approval is taken. After 
the first renewal, such substances should 
only be reviewed further where there are 
indications that they no longer meet the 
requirements of this Regulation.

(13) In the interest of safety, the approval 
period for active substances should be 
limited in time. The approval period should 
be proportional to the possible risks inherent 
in the use of such substances and should be 
limited to a maximum of 15 years for low 
risk substances, 5 years for candidates for 
substitution and 10 years for other 
substances. Experience gained from the 
actual use of plant protection products 
containing the substances concerned and any 
developments in science and technology 
should be taken into account when any 
decision regarding the renewal of an 
approval is taken. 

Or. en

Justification

Substances should be regularly reviewed to take into account current scientific knowledge.

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 161
Recital 16

(16) Certain substances which are not 
predominantly used as a plant protection 
product may be of value for plant protection, 
but the economic interest of applying for 
approval may be limited. Therefore, specific 
provisions should ensure that such 
substances, as far as their risks are 
acceptable, may also be approved for plant 
protection use.

(16) Certain substances which are not 
predominantly used as a plant protection 
product may be of value for plant protection, 
but the economic interest of applying for 
approval may be limited. Therefore, specific 
provisions should ensure that such 
substances, as far as their risks are 
acceptable for all relevant stakeholders, 
may also be approved for plant protection 
use.

Or. en
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Justification

It is supposed to be society that designates what is an “acceptable risk” and so if society feels 
that a risk is not acceptable, then what is considered acceptable is redefined and the risk 
assessed accordingly. Therefore risks can only be deemed acceptable by all relevant 
stakeholders. This must include representatives of rural residents and communities, farmers 
groups, environmental and consumer groups as well as the public in general. 

Amendment by Dan Jørgensen + Caroline Lucas

Amendment 162
Recital 16

(16) Certain substances which are not 
predominantly used as a plant protection 
product may be of value for plant protection, 
but the economic interest of applying for 
approval may be limited. Therefore, specific 
provisions should ensure that such 
substances, as far as their risks are 
acceptable, may also be approved for plant 
protection use.

(16) Certain substances which are not 
predominantly used as a plant protection 
product may be of value for plant protection, 
but the economic interest of applying for 
approval may be limited. Therefore, specific 
provisions should ensure that such 
substances, as far as their risks are deemed
acceptable by all relevant stakeholders, may 
also be approved for plant protection use.

Or. en

Justification

It is supposed to be society that designates what is an “acceptable risk” and so if society feels 
that a risk is not acceptable, then what is considered acceptable is redefined and the risk 
assessed accordingly. Therefore risks can only be deemed acceptable by all relevant 
Stakeholders. This must include representatives of rural residents and communities, farmers 
groups, (both organic and conventional) and environmental and consumer groups as well as 
the public in general.

Amendment by Thomas Ulmer

Amendment 163
Recital 17

(17) Some active substances may only be 
acceptable when extensive risk mitigation 
measures are taken. Such substances
should be identified at Community level. 
Member States should regularly re-examine 
whether plant protection products containing 

(17) Some active substances of particular 
concern, which are currently approved,
should be identified at Community level as 
candidates for substitution. Member States 
should regularly re-examine whether plant 
protection products containing such active 
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such active substances can be replaced by 
plant protection products containing active 
substances which require less risk 
mitigation.

substances can be replaced by plant 
protection products containing active 
substances which require less or no risk 
mitigation or by alternative agricultural 
practices. After a positive check, active 
substances should be replaced immediately.

Or. de

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 164
Recital 17

(17) Some active substances may only be 
acceptable when extensive risk mitigation 
measures are taken. Such substances should 
be identified at Community level. Member 
States should regularly re-examine whether 
plant protection products containing such 
active substances can be replaced by plant 
protection products containing active 
substances which require less risk 
mitigation.

(17) Some active substances may only be 
acceptable when extensive risk mitigation 
measures are taken. Such substances should 
be identified at Community and national 
level. Member States should regularly re-
examine whether plant protection products 
containing such active substances can be
replaced by plant protection products 
containing active substances which require 
less risk mitigation or by alternative non-
chemical agricultural practices and 
methods of crop protection.

Or. en

Justification

Candidates for substitution should be examined once and replaced by safer alternatives. This 
is to avoid that products containing candidates for substitution remain in the market 
indefinitely. There should be the possibility to substitute products by non-chemical 
alternatives.

Amendment by Dan Jørgensen, Chris Davies and Roberto Musacchio

Amendment 165
Recital 17

(17) Some active substances may only be 
acceptable when extensive risk mitigation 
measures are taken. Such substances should 
be identified at Community level. Member 

(17) Some active substances may only be 
acceptable when extensive risk mitigation 
measures are taken. Such substances should 
be identified at Community and national 
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States should regularly re-examine whether
plant protection products containing such 
active substances can be replaced by plant 
protection products containing active 
substances which require less risk 
mitigation.

level. Member States should examine plant 
protection products containing such active 
substances with the aim of replacing them
by plant protection products containing 
active substances which require significantly 
less risk mitigation or by alternative non-
chemical agricultural practices and 
methods of crop protection.

Or. en

Justification

Candidates for substitution should be examined once and replaced by safer alternatives. This 
is to avoid that products containing candidates for substitution remain in the market 
indefinitely. There should be the possibility to substitute products by non-chemical 
alternatives.

Amendment by Hiltrud Breyer

Amendment 166
Recital 17 a (new)

(17a) In its opinion of 10 March 2006 on 
the appropriateness of existing 
methodologies to assess the potential risks 
associated with engineered and 
adventitious products of nanotechnologies, 
the Scientific Committee on Emerging and 
Newly Identified Health Risks (SCENIHR)
pointed to major gaps in the knowledge 
necessary for risk assessment, including 
nanoparticle characterisation, the detection 
and measurement of nanoparticles, the 
dose-response, fate and persistence of 
nanoparticles in humans and in the 
environment, and all aspects of toxicology 
and environmental toxicology related to 
nanoparticles. It concluded that current 
risk assessment methodologies require 
some modifications in order to deal with 
the hazards associated with 
nanotechnology, and in particular that 
existing toxicological and ecotoxicological 
methods may not be sufficient to address all 
of the issues arising with nanoparticles.
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The provisions of this Regulation should 
ensure an adequate safety evaluation of 
nanoparticles as a precondition for their 
approval as active substances.

Or. en

Justification

The major gaps in the knowledge for risk assessment of nanoparticles, as stated by SCENIHR, 
as well as their conclusions stating a need for modifications of existing methods, need to be 
stated explicitly. This has consequences for the safety assessment of nanoparticles, and should 
lead to specific provisions for nanoparticles in the context of this regulation.

Amendment by Thomas Ulmer

Amendment 167
Recital 17 b (new)

(17b) Should the measures sought in recital 
17a (new) bring about competitive 
disadvantages through discrimination of 
domestic stakeholders by a Member State, 
the Member State concerned must ensure 
that this is compensated for in an 
appropriate manner.

Or. de

Amendment by Dan Jørgensen

Amendment 168
Recital 19

(19) Plant protection products may also 
contain co-formulants. It is appropriate to 
provide a list of co-formulants which should 
not be included in plant protection products.

(19) Plant protection products may also 
contain co-formulants. It is appropriate to 
provide a list of co-formulants which should 
not be included in plant protection products
and the reasons therefor. This information 
should be available to the public. Details of 
all co-formulants that are included in plant 
protection products must also be available 
to the public.
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Or. en

Justification

The public has a right to know information on risks and potential adverse impacts of co-
formulants, as even if they are not included in pesticide products they may be included in non-
pesticidal products on the market. Therefore the information as to which co-formulants 
should not be included in pesticide products and the reasons why should be publicly 
available. All co-formulants that are included in pesticide products must also be publicly 
available and not subject to commercial confidentiality.

Amendment by Roberto Musacchio

Amendment 169
Recital 19

(19) Plant protection products may also 
contain co-formulants. It is appropriate to 
provide a list of co-formulants which should 
not be included in plant protection products.

(19) Plant protection products may also 
contain co-formulants. It is appropriate to 
provide a list of co-formulants which should 
not be included in plant protection products
and the reasons therefor. This information 
should be made publicly available. Details 
of all co-formulants that are included in 
pesticide products must also be made 
publicly available.

Or. en

Justification

The public has a right to know information on risks and potential adverse impacts of co-
formulants, they may be included in non-pesticidal products on the market. Therefore the 
information as to which co-formulants should not be included in pesticide products and the 
reasons why should be publicly available.

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 170
Recital 19

(19) Plant protection products may also 
contain co-formulants. It is appropriate to 
provide a list of co-formulants which should 
not be included in plant protection products.

(19) Plant protection products may also 
contain co-formulants. It is appropriate to 
provide a list, available to stakeholders, of 
co-formulants which should not be included 
in plant protection products and the reasons 
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therefor. 

Or. en

Justification

The public has a right to know information as to which co-formulants should not be included 
in pesticide products and the reasons why should be publicly available, as is the case with 
active substances.

Amendment by Caroline Lucas

Amendment 171
Recital 19

(19) Plant protection products may also 
contain co-formulants. It is appropriate to 
provide a list of co-formulants which should 
not be included in plant protection products.

(19) Plant protection products may also 
contain co-formulants. It is appropriate to 
adopt and make publicly available a 
positive list of co-formulants which may be 
included in plant protection products.

Or. en

Justification

The public has a right to know information on the risks and potential adverse impacts of co-
formulants. Therefore all co-formulants that are included in pesticide products must be 
publicly available and not subject to commercial confidentiality.

Amendment by Chris Davies

Amendment 172
Recital 19

(19) Plant protection products may also 
contain co-formulants. It is appropriate to 
provide a list of co-formulants which should 
not be included in plant protection products.

(19) Plant protection products may also 
contain co-formulants. It is appropriate to 
provide a list of co-formulants which should 
not be included in plant protection products 
and the reasons therefor.

Or. en

Justification

The public should have access to basic information about the reasons why a co-formulant 
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might not be included in plant protection products as is currently the case with active 
substances.

Amendment by Richard Seeber

Amendment 173
Recital 20

(20) Plant protection products containing 
active substances can be formulated in many 
ways and used on a variety of crops, under 
different agricultural, ecological and climatic 
conditions. Authorisations for plant 
protection products should therefore be 
granted by Member States.

(20) Plant protection products containing 
active substances can be formulated in many 
ways and used on a variety of crops, under 
different agricultural, ecological and climatic 
conditions. Authorisations for plant 
protection products should therefore be 
granted by Member States and be valid 
throughout the EU.

Or. de

Justification

The medium- and long-term objective must be to establish a genuine EU authorisation, i.e. 
authorisation in one Member State would be valid in all other Member States. That is the only 
way in which a functioning internal market for plant protection products can be created.

Amendment by Dan Jørgensen and Chris Davies

Amendment 174
Recital 21

(21) The provisions governing authorisation 
must ensure a high standard of protection. In 
particular, when granting authorisations of 
plant protection products, the objective of 
protecting human or animal health and the 
environment should take priority over the 
objective of improving plant production. 
Therefore, it should be demonstrated, before 
plant protection products are placed on the 
market, that they present a clear benefit for 
plant production and do not have any 
harmful effect on human or animal health or 
any unacceptable influence on the 
environment.

(21) The provisions governing authorisation 
must ensure a high standard of protection. In 
particular, when granting authorisations of 
plant protection products, the objective of 
protecting human or animal health and the 
environment and water resources should 
take priority over the objective of improving 
plant production. Therefore, it should be 
demonstrated, before plant protection 
products are placed on the market, that they 
present a clear benefit for plant production 
and do not have any harmful effect on 
human or animal health or any unacceptable 
influence on the environment and on water 
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resources.

Or. en

Justification

To ensure protection of water resources.

Amendment by Roberto Musacchio

Amendment 175
Recital 21

(21) The provisions governing authorisation 
must ensure a high standard of protection. In 
particular, when granting authorisations of 
plant protection products, the objective of 
protecting human or animal health and the 
environment should take priority over the 
objective of improving plant production. 
Therefore, it should be demonstrated, before 
plant protection products are placed on the 
market, that they present a clear benefit for 
plant production and do not have any 
harmful effect on human or animal health or 
any unacceptable influence on the 
environment.

(21) The provisions governing authorisation 
must ensure a high standard of protection. In 
particular, when granting authorisations of 
plant protection products, the objective of 
protecting human or animal health and the 
environment should take priority over the 
objective of improving plant production. 
Therefore, it should be demonstrated, before 
plant protection products are placed on the 
market, that they do not have any harmful 
effect on human health, including that of all 
vulnerable groups, or animal health or any 
unacceptable influence on the environment.

Or. en

Justification

The priority of this Regulation is to ensure a high standard of protection of human and animal 
health and the environment, which must therefore take absolute precedence over any 
financial, economic or other considerations.

Amendment by Richard Seeber

Amendment 176
Recital 24

(24) To avoid any duplication of work, to 
reduce the administrative burden for 
industry and for Member States and to 
ensure more harmonised availability of plant 

(24) To avoid any duplication of work, to 
reduce the administrative burden for 
industry and for Member States and to 
ensure more harmonised availability of plant 
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protection products, authorisations granted 
by one Member State should be accepted by 
other Member States where ecological and 
climatic conditions are comparable. 
Therefore, the European Union should be 
divided in authorisation zones with 
comparable conditions in order to facilitate 
such mutual recognition.

protection products, authorisations granted 
by one Member State should be accepted by 
other Member States where ecological and 
climatic conditions are comparable. 
Therefore, the European Union should be 
divided in authorisation zones with 
comparable conditions in order to achieve 
genuine mutual recognition.

Or. de

Justification

EU-wide authorisation is required in order, finally, to establish a functioning internal market 
for plant protection products. The authorisation procedure should also take account of 
additional conditions and restrictions on use (e.g. distance restrictions, prohibiting use at 
certain times, etc.).

Amendment by Urszula Krupa

Amendment 177
Recital 24

(24) To avoid any duplication of work, to 
reduce the administrative burden for 
industry and for Member States and to 
ensure more harmonised availability of plant 
protection products, authorisations granted 
by one Member State should be accepted by 
other Member States where ecological and 
climatic conditions are comparable. 
Therefore, the European Union should be 
divided in authorisation zones with 
comparable conditions in order to facilitate 
such mutual recognition.

(24) To avoid any duplication of work, to 
reduce the administrative burden for 
industry and for Member States and to 
ensure more harmonised availability of plant 
protection products, authorisations granted 
by one Member State should be accepted by 
other Member States where geographical
conditions are comparable. Therefore, the 
European Union should be divided in 
authorisation zones with comparable 
conditions in order to facilitate such mutual 
recognition.

Or. pl

Justification

Clarification. Climatic conditions are not on an equal footing with ecological conditions, 
given that the latter are instrumental in creating the former.
It is the conditions obtaining within the geographical environment, understood as a set of 
inter-related elements (lithosphere, atmosphere, hydrosphere, pedosphere, anthroposphere), 
that create the ecosystem in which specific ecological conditions determining the development 
of a habitat for living organisms occur.
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Amendment by Richard Seeber

Amendment 178
Recital 24 a (new)

(24a) Dividing Member States into 
authorisation zones is regarded as the first 
step towards establishing an integrated 
internal market for plant protection 
products on which authorisation of a plant 
protection product is valid throughout the 
EU. The Commission will regularly issue a 
progress report on establishing the internal 
market for plant protection products. It will 
submit proposals for measures to bring 
about the internal market as soon as 
possible.

Or. de

Justification

EU-wide authorisation is required in order, finally, to establish a functioning internal market 
for plant protection products. Zonal authorisation, under which authorisation of a plant 
protection product in one Member State within a particular zone would be valid for all 
Member States in that zone can be a first step towards that.

An internal market for plant protection products is the goal. That means that a plant 
protection product authorised in one EU Member State would automatically be authorised 
throughout the EU.

Amendment by Roberto Musacchio

Amendment 179
Recital 26

(26) In exceptional cases, Member States 
should be permitted to authorise plant 
protection products not complying with the 
conditions provided for in this Regulation, 
where it is necessary to do so because of a 
danger or threat to plant production which 
cannot be contained by any other means. 
Such authorisations should be reviewed at 

deleted
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Community level.

Or. en

Justification

This recital should be deleted because it is very difficult to define a danger or a threat and 
this derogation will give rise to any sort of exception, that should be avoided.

Amendment by Caroline Lucas

Amendment 180
Recital 26

(26) In exceptional cases, Member States 
should be permitted to authorise plant 
protection products not complying with the 
conditions provided for in this Regulation, 
where it is necessary to do so because of a 
danger or threat to plant production which 
cannot be contained by any other means. 
Such authorisations should be reviewed at 
Community level.

deleted

Or. en

Justification

There seems little point in having a Regulation with high standards if it gives the option to 
depart from those standards, regardless as to whether it is for exceptional cases or not. 
Therefore this recital should be deleted.

Amendment by Thomas Ulmer

Amendment 181
Recital 26

(26) In exceptional cases, Member States
should be permitted to authorise plant 
protection products not complying with the 
conditions provided for in this Regulation, 
where it is necessary to do so because of a 
danger or threat to plant production which 
cannot be contained by any other means. 
Such authorisations should be reviewed at 

(26) In exceptional cases, it should be 
permitted to authorise plant protection 
products not complying with the conditions 
provided for in this Regulation, where it is 
necessary to do so because of a danger or 
threat to plant production and ecosystems 
which cannot be contained by any other 
means. Such temporary authorisations 
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Community level. should be reviewed at Community level.

Or. de

Amendment by Richard Seeber

Amendment 182
Recital 28

(28) In order to ensure a high level of 
protection of human health and the 
environment, plant protection products 
should be used properly having regard to the 
principles of integrated pest management. 
The Council shall include in the statutory 
management requirement referred to in 
Annex III of Regulation (EC) No 
1782/2003 the principles of integrated pest 
management, including good plant 
protection practice and good environmental 
practice. A transitional period should 
therefore be foreseen to allow Member 
States to put in place the necessary 
structures to enable users of plant protection 
products to apply the principles of integrated 
pest management.

(28) In order to ensure a high level of 
protection of human health and the 
environment, plant protection products 
should be used properly having regard to the 
principles of integrated pest management. A 
transitional period should therefore be 
foreseen to allow Member States to put in 
place the necessary structures to enable users 
of plant protection products to apply the 
principles of integrated pest management.

Or. de

Justification

The introduction of new cross-compliance obligations is rejected.

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 183
Recital 28

(28) In order to ensure a high level of 
protection of human health and the 
environment, plant protection products 
should be used properly having regard to the 
principles of integrated pest management. 
The Council shall include in the statutory 
management requirement referred to in 

(28) In order to ensure a high level of 
protection of human health and the 
environment, plant protection products 
should be used properly having regard to the 
principles of integrated pest management 
and giving priority to non-chemical and 
natural alternatives wherever possible. The 
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Annex III of Regulation (EC) No 1782/2003 
the principles of integrated pest 
management, including good plant 
protection practice and good environmental 
practice. A transitional period should 
therefore be foreseen to allow Member 
States to put in place the necessary 
structures to enable users of plant protection 
products to apply the principles of integrated 
pest management.

Council shall include in the statutory 
management requirement referred to in 
Annex III of Regulation (EC) No 1782/2003 
the principles of integrated pest 
management, including good plant 
protection practice and non-chemical 
methods of plant protection and pest and 
crop management. A transitional period 
should therefore be foreseen to allow 
Member States to put in place the necessary 
structures to enable users of plant protection 
products to apply the principles of integrated 
pest management and non-chemical 
alternatives to plant protection and pest and 
crop management.

Or. en

Justification

The priority should always be given to non-chemical methods of pest management as the only 
truly preventative and sustainable solution which is more in line with the objectives for 
sustainable crop protection, than the reliance on complex chemicals designed to kill plants, 
insects or other forms of life, which cannot be classified as sustainable. Member States need 
to promote and encourage the widespread adoption of non-chemical alternatives to plant 
protection and pest and crop management.

Amendment by Dan Jørgensen and Chris Davies

Amendment 184
Recital 28

(28) In order to ensure a high level of 
protection of human health and the 
environment, plant protection products 
should be used properly having regard to 
the principles of integrated pest 
management. The Council shall include in 
the statutory management requirement 
referred to in Annex III of Regulation (EC) 
No 1782/2003 the principles of integrated 
pest management, including good plant 
protection practice and good environmental 
practice. A transitional period should 
therefore be foreseen to allow Member 
States to put in place the necessary 

(28) In order to ensure a high level of 
protection of human health and the 
environment, plant protection products 
should be used according to their 
authorisation, having given priority to non-
chemical and natural alternatives wherever 
possible. The Council shall include in the
statutory management requirement referred 
to in Annex III of Regulation (EC) No 
1782/2003 the principles of non-chemical 
methods of plant protection and pest and 
crop management. A transitional period 
should therefore be foreseen to allow 
Member States to put in place the necessary 
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structures to enable users of plant protection
products to apply the principles of 
integrated pest management.

structures to enable those who use pesticide
products to apply the principles of non-
chemical alternatives to plant protection 
and pest and crop management.

Or. en

Justification

The priority should always be given to non-chemical methods of pest management as the only 
truly preventative and sustainable solution which is more in line with the objectives for 
sustainable crop protection, than the reliance on complex chemicals designed to kill plants, 
insects or other forms of life, which cannot be classified as sustainable. Member States need 
to promote and encourage the widespread adoption of non-chemical alternatives to plant 
protection and pest and crop management.

Amendment by Caroline Lucas

Amendment 185
Recital 28

(28) In order to ensure a high level of 
protection of human health and the 
environment, plant protection products 
should be used properly having regard to 
the principles of integrated pest 
management. The Council shall include in 
the statutory management requirement 
referred to in Annex III of Regulation (EC) 
No 1782/2003 the principles of integrated 
pest management, including good plant 
protection practice and good environmental 
practice. A transitional period should 
therefore be foreseen to allow Member 
States to put in place the necessary 
structures to enable users of plant protection 
products to apply the principles of 
integrated pest management.

(28) In order to ensure a high level of 
protection of human health and the 
environment, plant protection products 
should be used according to their 
authorisation and only as a last resort,
having given priority to non-chemical and 
natural alternatives wherever possible. The 
Council shall include in the statutory 
management requirement referred to in 
Annex III of Regulation (EC) No 1782/2003 
the principles of non-chemical methods of 
plant protection and pest and crop 
management. A transitional period should 
therefore be foreseen to allow Member 
States to put in place the necessary 
structures to enable those who use plant 
protection products to apply the principles of 
non-chemical methods of plant protection 
and pest and crop management.

Or. en

Justification

The priority should always be given to non-chemical methods of pest management as the only 
truly preventative and sustainable solution which is more in line with the objectives for 
sustainable crop protection, than the reliance on complex chemicals designed to kill plants, 
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insects or other forms of life, which cannot be classified as sustainable. Member States need 
to promote and encourage the widespread adoption of non-chemical methods of plant 
protection and pest and crop management.

Amendment by Gyula Hegyi

Amendment 186
Recital 28

(28) In order to ensure a high level of 
protection of human health and the 
environment, plant protection products 
should be used properly having regard to the 
principles of integrated pest management. 
The Council shall include in the statutory 
management requirement referred to in 
Annex III of Regulation (EC) No 1782/2003 
the principles of integrated pest 
management, including good plant 
protection practice and good environmental 
practice. A transitional period should 
therefore be foreseen to allow Member 
States to put in place the necessary 
structures to enable users of plant protection 
products to apply the principles of integrated 
pest management.

(28) In order to ensure a high level of 
protection of human health and the 
environment, plant protection products 
should be used properly, according to their 
authorisation, having regard to the 
principles of integrated pest management, 
while giving priority to non-chemical and 
natural alternatives wherever possible. The 
Council shall include in the statutory 
management requirement referred to in 
Annex III of Regulation (EC) No 1782/2003 
the principles of integrated pest 
management, including good plant 
protection practice and good environmental 
practice. A transitional period should 
therefore be foreseen to allow Member 
States to put in place the necessary 
structures to enable users of plant protection 
products to apply the principles of integrated 
pest management.

Or. en

Justification

Pesticides should be used not according to their new strict authorisation. Priority should be 
given to non-chemical methods of pest management.

Amendment by Thomas Ulmer

Amendment 187
Recital 31

(31) Studies represent a major investment. 
This investment should be protected in order 
to stimulate research. For this reason, studies 

(31) Studies represent a major investment. 
This investment should be protected in order 
to stimulate research. For this reason, 
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lodged by one applicant with a Member 
State should be protected against use by 
another applicant. This protection should, 
however, be limited in time in order to allow 
competition. It should also be limited to 
studies which are genuinely necessary for 
regulatory purposes, to avoid applicants 
artificially extending the period of protection 
by submitting new studies which are not 
necessary. 

studies, other than those involving tests on 
vertebrate animals and other studies that 
may prevent animal testing, lodged by one 
applicant with a Member State should be 
protected against use by another applicant. 
This protection should, however, be limited 
in time in order to allow competition. It 
should also be limited to studies which are 
genuinely necessary for regulatory purposes, 
to avoid applicants artificially extending the 
period of protection by submitting new 
studies which are not necessary.

Or. de

Amendment by Thomas Ulmer

Amendment 188
Recital 32

(32) Rules should be laid down to avoid 
duplication of tests and studies. In particular, 
repetition of studies involving vertebrates 
should be prohibited. In this context, there 
should be an obligation to allow access to 
studies on vertebrates on reasonable terms. 
In order to allow operators to know what 
studies have been carried out by others, 
Member States should keep a list of such 
studies even where they are not covered by 
the above system of compulsory access. 

(32) Rules should be laid down to avoid 
duplication of tests and studies. In particular, 
repetition of studies involving vertebrates 
should be prohibited. In this context, there 
should be an obligation to allow access to 
studies on vertebrates and other studies that 
prevent animal testing. In order to allow 
operators to know what studies have been 
carried out by others, Member States should 
forward to the Authority all such studies 
even where they are not covered by the 
above system of compulsory access. The 
Authority should establish a central 
database for such studies.

Or. de

Amendment by Dan Jørgensen and Chris Davies + Roberto Musacchio

Amendment 189
Recital 34

(34) Directive 1999/45/EC of the European 
Parliament and of the Council of 31 May 

(34) Directive 1999/45/EC of the European 
Parliament and of the Council of 31 May 
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1999 concerning the approximation of the 
laws, regulations and administrative 
provisions of the Member States relating to 
the classification, packaging and labelling of 
dangerous preparations applies to the 
classification, packaging and labelling of 
pesticides. However, to further improve the 
protection of users of plant protection 
products, of consumers of plants and plant 
products and of the environment, further 
specific rules are appropriate which take 
account of the specific conditions of use of 
plant protection products.

1999 concerning the approximation of the 
laws, regulations and administrative 
provisions of the Member States relating to 
the classification, packaging and labelling of 
dangerous preparations applies to the 
classification, packaging and labelling of 
pesticides. However, to further improve the 
protection of users of plant protection 
products, as well as residents and 
bystanders who could be exposed to plant 
protection products from crop-spraying, of 
consumers of plants and plant products and 
of the environment, further specific rules are 
appropriate which take account of the 
specific conditions of use of plant protection 
products.

Or. en

Justification

All the various population subgroups at risk of exposure to pesticides must be protected. This 
includes professional and non-professional users, residents, bystanders, workers, specific 
vulnerable groups and consumers, directly or indirectly exposed through air, food, feed, 
water and the environment. All the relevant exposure factors must be included in the exposure 
calculations for each group when exposure and risk assessments are undertaken. 

Amendment by Caroline Lucas

Amendment 190
Recital 34

(34) Directive 1999/45/EC of the European 
Parliament and of the Council of 31 May 
1999 concerning the approximation of the 
laws, regulations and administrative 
provisions of the Member States relating to 
the classification, packaging and labelling of 
dangerous preparations applies to the 
classification, packaging and labelling of 
pesticides. However, to further improve the 
protection of users of plant protection 
products, of consumers of plants and plant 
products and of the environment, further 
specific rules are appropriate which take
account of the specific conditions of use of 

(34) Directive 1999/45/EC of the European 
Parliament and of the Council of 31 May 
1999 concerning the approximation of the 
laws, regulations and administrative 
provisions of the Member States relating to 
the classification, packaging and labelling of 
dangerous preparations applies to the 
classification, packaging and labelling of 
pesticides. However, to further improve the 
protection of users of plant protection
products, of residents and bystanders who 
could be exposed to pesticides from crop-
spraying, of consumers of plants and plant 
products and of the environment, it is 
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plant protection products. appropriate to adopt specific legislation on 
the basis of a legislative proposal by the 
Commission which takes account of the 
specific conditions of use of plant protection 
products. 

Or. en

Justification

All the various population subgroups at risk of exposure to pesticides must be protected. This 
includes professional and non-professional users, residents, bystanders, workers, specific 
vulnerable groups and consumers, directly or indirectly exposed through air, food, feed, water 
and the environment. All the relevant exposure factors must be included in the exposure 
calculations for each group when exposure and risk assessments are undertaken.

Amendment by Erna Hennicot-Schoepges and Péter Olajos + Gyula Hegyi and Christa Klaß

Amendment 191
Recital 35

(35) To ensure that advertisements do not 
mislead users of plant protection products, it 
is appropriate to provide rules on the 
advertising of those products.

(35) To ensure that advertisements do not 
mislead users of plant protection products or 
the public, it is appropriate to provide rules 
on the advertising of those products.

Or. en

Justification

The risk of pesticides means hazard not only to the users but also to the public, therefore 
advertisements must not mislead the public regarding pesticides and pesticide products must 
not mislead users or the public.

Amendment by Dan Jørgensen and Chris Davies

Amendment 192
Recital 35

(35) To ensure that advertisements do not 
mislead users of plant protection products, it 
is appropriate to provide rules on the 
advertising of those products.

(35) To ensure that advertisements do not 
mislead the public as users of plant 
protection products, it is appropriate to 
provide rules on the advertising of those 
products.

Or. en
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Justification

Advertisements regarding pesticides and pesticide products must not mislead users or the 
public. 

Amendment by Horst Schnellhardt

Amendment 193
Recital 36

(36) Provisions on record keeping and 
information about the use of plant 
protection products should be established 
in order to raise the level of protection of 
human and animal health and the 
environment by ensuring the traceability of 
potential exposure, to increase the 
efficiency of monitoring and control and to 
reduce the costs of monitoring water 
quality.

deleted

Or. de

Justification

This does not come under the scope of the regulation. The controls and the drawing up of 
records continue to come under the thematic strategy for the sustainable use of  pesticides.

Amendment by Dan Jørgensen and Chris Davies

Amendment 194
Recital 36

(36) Provisions on record keeping and 
information about the use of plant protection 
products should be established in order to 
raise the level of protection of human and 
animal health and the environment by 
ensuring the traceability of potential 
exposure, to increase the efficiency of 
monitoring and control and to reduce the 
costs of monitoring water quality.

(36) Provisions on acreage- and crop 
specific record keeping and information 
about the use of plant protection products 
should be established and made publicly 
available in order to raise the level of 
protection of human and animal health and 
the environment by ensuring the traceability 
of potential exposure, to increase the 
efficiency of monitoring and control and to 
reduce the costs of monitoring water quality.
The information gathered should also be 
used for a "pesticide passport" to ensure 
traceability of pesticide applications in the 
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food chain and in water resources.

Or. en

Justification

This would increase transparency. Making available the data in the form of a pesticide 
passport, which contains information on all pesticides used on a given product, would create 
additional incentive for reducing the use of pesticides. Such a passport is requested by several 
large retailers in order to be able to meet consumer demand. This amendment simply adds 
"water resources" to the proposed amendment by the rapporteur.

Amendment by Roberto Musacchio

Amendment 195
Recital 36

(36) Provisions on record keeping and 
information about the use of plant protection 
products should be established in order to 
raise the level of protection of human and 
animal health and the environment by 
ensuring the traceability of potential 
exposure, to increase the efficiency of 
monitoring and control and to reduce the 
costs of monitoring water quality.

(36) Provisions on record keeping and 
information about the use of plant protection 
products should be established and be 
directly available upon request to interested 
parties, such as residents and bystanders, in 
order to raise the level of protection of 
human and animal health and the 
environment by ensuring the traceability of 
potential exposure, to increase the efficiency 
of monitoring and control and to reduce the 
costs of monitoring water quality. In view of
the possibility of chronic long-term health 
effects, these records should be kept for at 
least 30 years.

Or. en

Justification

The availability this information is vital for the correct assessment and treatment of anyone 
who suffers adverse health effects therefore members of the public should be entitled to access 
the information on the chemicals they are exposed to, such as their doctors or other medical 
advisors.  In view of any chronic long-term health effects then these records need to be kept at 
least for 30 years.
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Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 196
Recital 36

(36) Provisions on record keeping and 
information about the use of plant protection 
products should be established in order to 
raise the level of protection of human and 
animal health and the environment by 
ensuring the traceability of potential 
exposure, to increase the efficiency of 
monitoring and control and to reduce the 
costs of monitoring water quality.

(36) Provisions on record keeping and 
information about the use of plant protection 
products should be established in order to 
raise the level of protection of human and 
animal health and the environment by 
ensuring the traceability of potential 
exposure, to increase the efficiency of 
monitoring and control and to reduce the 
costs of monitoring water quality. In view of 
the possibility of chronic long-term health 
effects, these records should be kept for at 
least 20 years.

Or. en

Justification

In view of any chronic long-term health effects the information records need to be kept for at 
least 20 years.

Amendment by Chris Davies

Amendment 197
Recital 37

(37) Provisions on control and inspection
arrangements with regard to the marketing 
and use of plant protection products should
ensure correct, safe and harmonised 
implementation of the requirements laid 
down in this Regulation in order to achieve a 
high level of protection of both human and 
animal health and the environment.

(37) Member States should carry out 
controls and inspections with regard to the 
marketing and use of plant protection 
products to ensure compliance with the 
requirements laid down in this Regulation in 
order to achieve a high level of protection of 
both human and animal health and the 
environment.

Or. en

Amendment by Richard Seeber

Amendment 198
Recital 38
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(38) Regulation (EC) No 882/2004 of the 
European Parliament and of the Council of 
29 April 2004 on official controls performed 
to ensure the verification of compliance with 
feed and food law, animal health and animal 
welfare rules provides for control measures 
for the use of plant protection products at all 
stages of the production of food, including 
record keeping on the use of plant protection 
products. Similar rules should apply to the 
storage and use of plant protection 
products not covered by Regulation (EC) 
No 882/2004.

(38) Regulation (EC) No 882/2004 of the 
European Parliament and of the Council of 
29 April 2004 on official controls performed 
to ensure the verification of compliance with 
feed and food law, animal health and animal 
welfare rules provides for control measures 
for the use of plant protection products at all 
stages of the production of food, in so far as 
plant protection products are used directly 
in food production, including record 
keeping on the use of plant protection 
products. 

Or. de

Justification

Regulation (EC) No 882/2004 has nothing to do with plant protection products.

Amendment by Dan Jørgensen and Chris Davies

Amendment 199
Recital 39

(39) Close coordination should be ensured 
with other Community legislation, in 
particular Regulation (EC) No 396/2005 of 
the European Parliament and of the Council 
of 23 February 2005 on maximum residues 
levels of pesticides in or on food and feed of 
plant and animal origin and amending 
Council Directive 91/414/EEC, and 
Community legislation on the protection of 
workers and anyone concerned with the 
contained use and deliberate release of 
genetically modified organisms.

(39) The measures provided for in this 
Regulation should apply without prejudice 
to existing Community legislation, in 
particular Directive [...] of the European 
Parliament and of the Council of ... 
establishing a framework for Community 
action to achieve a sustainable use of 
pesticides 1, 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 2, Regulation (EC) No 396/2005 of 
the European Parliament and of the Council 
of 23 February 2005 on maximum residues 
levels of pesticides in or on food and feed of
plant and animal origin and amending 
Council Directive 91/414/EEC, and 
Community legislation on the protection of 
workers and anyone concerned with the 
contained use of deliberate release of 
genetically modified organisms.
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1 OJ L ...
2 OJ L 327, 22.12.2000, p. 1. Directive as amended 
by Decision No 2455/2001/EC (OJ L 331, 
15.12.2001, p. 1).

Or. en

Justification

To ensure coherence between all related legislation. 

Amendment by Urszula Krupa

Amendment 200
Recital 44

(44) Member States should designate the 
necessary national authorities.

(44) Member States should designate the 
necessary national authorities for the 
purpose of implementing this Directive.

Or. pl

Justification

The original wording does not state why such authorities need to be designated by Member 
States. Article 72 of the directive outlines the duties of such authorities, which include 
collecting information, monitoring implementation of the directive, reporting and legislative 
coordination.

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 201
Article 1

Subject matter Subject matter and purpose
This Regulation lays down rules for the 
authorisation of plant protection products in 
commercial form and for their placing on the 
market, use and control within the 
Community.

1. This Regulation lays down rules for the 
authorisation of plant protection products in 
commercial form and for their placing on the 
market, use and control within the 
Community.

This Regulation lays down both rules for the 
approval of active substances, safeners and 
synergists, which plant protection products 
contain or consist of, and rules for adjuvants 

2. This Regulation lays down both rules for 
the approval of active substances, safeners 
and synergists, which plant protection 
products contain or consist of, and rules for 
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and co-formulants. adjuvants and co-formulants.

3. The purpose of this Regulation is to 
ensure a high level of protection of both 
human and animal health and the 
environment.
4. This Regulation is based on the 
precautionary principle in order to ensure 
that substances or products placed on the 
market do not adversely affect human 
health or the environment.
5. The purpose of this Regulation is 
furthermore to harmonise the rules on the 
placing on the market of plant protection 
products in order to harmonise the 
availability of plant protection products 
between farmers in different Member 
States.

Or. en

Justification

The purpose, objective and basic principles of the Regulation should be laid down in Article 
1, not only in the recitals of the Regulation.

Amendment by Jens-Peter Bonde and Johannes Blokland

Amendment 202
Article 1

This Regulation lays down rules for the 
authorisation of plant protection products in 
commercial form and for their placing on the 
market, use and control within the 
Community.

1. This Regulation lays down rules for the 
authorisation of plant protection products in 
commercial form and for their placing on the 
market, use and control within the 
Community.

This Regulation lays down both rules for the 
approval of active substances, safeners and 
synergists, which plant protection products 
contain or consist of, and rules for adjuvants 
and co-formulants.

2. This Regulation lays down both rules for 
the approval of active substances, safeners 
and synergists, which plant protection 
products contain or consist of, and rules for 
adjuvants and co-formulants.

3. Member States may not be prevented 
from applying the precautionary principle 
in restricting or prohibiting pesticides.
4. Member States may establish any 
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pesticide-free zones they deem necessary in 
order to safeguard drinking water 
resources. Such pesticide-free zones may 
cover the entire Member State.
5. Member States may impose a ban on the 
use and marketing of EU-authorised 
pesticides where they are found in 
measurable quantities outside the root 
zone.

Or. dada

Justification

Paragraph 3 is to make the provisions of this Regulation minimum rules, thereby enabling 
individual Member States to make further progress with the development of pesticides.

Paragraphs 4 and 5 are important to ensure that the achievements secured in the 
groundwater directive are carried over into this Regulation in order to safeguard drinking 
water.

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 203
Article 2, paragraph 2

2. This Regulation shall apply to substances, 
including micro-organisms and viruses, 
having general or specific action against 
harmful organisms or on plants, parts of 
plants or plant products, hereinafter ’active 
substances’.

2. This Regulation shall apply to substances, 
including micro-organisms and viruses, 
having general or specific action against 
harmful organisms or on plants, parts of 
plants or plant products, hereinafter ’active 
substances’. It shall cease to apply to micro-
organisms, viruses, pheromones and 
biological products once a specific 
regulation on biological control products 
has been adopted. 

Or. en

Justification

It should be emphasized that the provisions foreseen in the present regulation are designed to 
reduce harmful effects of synthetic plant protection products and are not in all cases suited 
for assessing risks and the potential impact of biological control substances. In order to take 
account of the specific properties of such products, a regulation on biological control 
products should be foreseen.
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Amendment by Urszula Krupa

Amendment 204
Article 2, paragraph 2

2. This Regulation shall apply to substances, 
including micro-organisms and viruses, 
having general or specific action against 
harmful organisms or on plants, parts of 
plants or plant products, hereinafter ’active 
substances’.

2. This Regulation shall apply to substances, 
including micro-organisms and viruses, 
including genetically modified micro-
organisms (GMMs) having general or 
specific action against harmful organisms or 
on plants, parts of plants or plant products, 
hereinafter ’active substances’.

Or. pl

Justification

Although research involving GMMs is ruled out in Article 51(3) of the directive, this does not 
mean that genetically modified substances will not be used in the future. 
The Commission may in future decide in favour of authorising research into genetically 
modified organisms under Directive 2001/18/EC.
Article 47 of the directive deals with the placing on the market of plant protection products 
containing a genetically modified micro-organism.

Amendment by Urszula Krupa

Amendment 205
Article 3, point 2

(2) 'substances' (2) 'substances'

Chemical elements and their compounds, as 
they occur naturally or by manufacture, 
including any impurity inevitably resulting 
from the manufacturing process;

Chemical elements and their compounds, as 
they occur naturally or by manufacture, 
including any impurity inevitably resulting 
from the manufacturing process used;

Or. pl

Justification

Clarification.
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Amendment by Thomas Ulmer

Amendment 206
Article 3, point 2 a (new)

(2a) 'active substances'
Substances, including all their metabolites 
present in the use phase, micro-organisms 
and viruses, having general or specific 
action against target organisms or on 
plants, parts of plants or plant products; 

Or. de

Amendment by Urszula Krupa

Amendment 207
Article 3, point 3

(3) 'preparations' (3) 'preparations'
Mixtures composed of two or more 
substances intended for use as a plant 
protection product or as an adjuvant;

Mixtures or solutions composed of two or 
more substances, at least one of which is an 
active substance, intended for use as a plant 
protection product or as an adjuvant;

Or. pl

Justification

The definition of the term 'preparations' should cover not just mixtures (composite substances 
which can easily be separated into their component parts by simple physical means (using 
filter paper, mechanical separation, centrifugation)) but also solutions (homogeneous 
substances), which have different properties.

Amendment by Caroline Lucas

Amendment 208
Article 3, point 4

(4) 'substance of concern' (4) 'substance of concern'

Any substance which has an inherent 
capacity to cause an adverse effect on 
humans, animals or the environment and is 
present or is produced in a plant protection 

Any substance which has an inherent 
capacity to cause an adverse effect on 
humans, animals or the environment.
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product in sufficient concentration to 
present risks of such an effect.
Such substances include, but are not limited 
to, substances classified as dangerous in 
accordance with Directive 67/548/EEC, and 
present in the plant protection product at a 
concentration leading the product to be 
regarded as dangerous within the meaning of 
Article 3 of Directive 1999/45/EC;

Such substances include, but are not limited 
to, substances classified as dangerous in 
accordance with Directive 67/548/EEC, and 
regarded as dangerous within the meaning of 
Article 3 of Directive 1999/45/EC. 

Any substance that has or potentially has 
either carcinogenic, mutagenic, endocrine 
disrupting, neurotoxic, immunotoxic, 
reprotoxic, genotoxic or skin sensitizing 
capabilities should be regarded as a 
substance of concern; 

Or. en

Justification

Substances of concern must include any substance that has the potential to cause any adverse 
effect on human or animal health or the environment. This includes any substances with 
carcinogenic, mutagenic, endocrine disrupting, neurotoxic, immunotoxic,  reprotoxic, 
genotoxic or skin sensitizing capabilities.

Amendment by Hiltrud Breyer

Amendment 209
Article 3, point 4 a (new)

(4a) 'article'
An object which during production is given 
a special shape, surface or design which 
determines its function to a greater degree 
than does its chemical composition;

Or. en

Justification

This regulation should not only deal with active substances and plant protection products as 
such, but also include provisions on "articles" that might contain such substances (e.g. 
textiles). The definition proposed here is identical to the definition adopted under REACH.
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Amendment by Chris Davies

Amendment 210
Article 3, point 4 a (new)

(4a) ‘advertisement’
A means of promoting the sale or use of 
plant protection products to anyone other 
than the authorisation holder, the person 
placing the plant protection product on the 
market and their agents by printed or 
electronic media; 

Or. en

Justification

Necessary for enforcement purposes.

Amendment by Urszula Krupa

Amendment 211
Article 3, point 5

(5) 'plants' (5) 'plants'

Live plants and live parts of plants, 
including fresh fruit, vegetables and seeds;

Live plants and live parts of plants, together 
with seeds for sowing, in particular: fresh 
fruit, vegetables, flowers, leaves, shoots, 
living pollen, seedlings, bulbs and roots;

Or. pl

Justification

Clarification.

Amendment by Gyula Hegyi

Amendment 212
Article 3, point 5

(5) 'plants' (5) 'plants'

Live plants and live parts of plants, 
including fresh fruit, vegetables and seeds;

Live plants and live parts of plants, 
including fresh fruit, vegetables, roots and 
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seeds;

Or. en

Justification

The definition should make clear that the root is a part of the plant.

Amendment by Glenis Willmott + Dan Jørgensen, Chris Davies and Roberto Musacchio

Amendment 213
Article 3, point 7 a (new)

(7a) 'low risk'
Of a nature considered inherently unlikely 
to cause an adverse effect on humans, 
animals or the environment;

Or. en

Justification

A definition is needed for clarity of provisions relating to low risk active substances and plant 
protection products.

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 214
Article 3, point 9

(9) 'placing on the market' (9) 'placing on the market'
The holding of a plant protection product for 
the purpose of sale within the Community, 
including offering for sale or any other form 
of transfer, whether free of charge or not, 
and the sale, distribution, and other forms of 
transfer themselves. Release for free 
circulation of a plant protection product into 
the territory of the Community shall be 
deemed to constitute placing on the market 
for the purposes of this Regulation;

The holding of a plant protection product for 
the purpose of sale within the Community, 
including offering for sale or any other form 
of transfer, whether free of charge or not, 
and the sale, distribution, and other forms of 
transfer themselves. The importation of a 
plant protection product into the territory of 
the Community shall be deemed to 
constitute placing on the market for the 
purposes of this Regulation;

Or. en
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Justification

Clarification: The second part of this provision specifically concerns importations, not the 
release for free circulation in general.

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 215
Article 3, point 9 a (new)

(9a) “parallel trade“
The import of a plant protection product 
from a Member State where the product 
has been authorised under the conditions 
of Directive 91/414/EEC or this Regulation 
with the intention of placing it on the 
market in the importing Member State 
where the plant protection product or an 
identical reference product has been 
authorised under the conditions of 
Directive 91/414/EEC or this Regulation.

Or. en

Justification

There is a need for a clear definition and a minimum set of community harmonized rules 
regulating the placing of PPPs on the market through parallel trade.

Amendment by Glenis Willmott

Amendment 216
Article 3, point 9 a (new)

(9a) 'advertisement'
A means of promoting the sale or use of 
plant protection products (to anyone other 
than the authorisation holder, the person 
placing the plant protection product on the 
market and their agents) by printed or 
electronic media.

Or. en
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Justification

A definition is needed for enforcement purposes.

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 217
Article 3, point 9 b (new)

(9b) “identical”
Plant protection products shall be 
considered as identical when they:
• share a common origin,
• have been manufactured by the same 
company or by an associated undertaking 
or under licence (“producer identity”), and
• have at least been manufactured 
according to the same formulation, using 
the same active ingredient, and have the 
same effect, having due regard in 
particular to differences which may exist in 
conditions relating to agriculture, human 
health, plant health and the environment, 
in particular climatic conditions.

Or. en

Justification

Related to parallel trade rules: the simplified procedure for placing Plant protection products 
on the market through parallel trade should only apply when the imported product is identical 
to the authorized product, hence the proposed definition.

Amendment by Richard Seeber

Amendment 218
Article 3, point 10

(10) 'authorisation of a plant protection 
product'

(10) 'authorisation of a plant protection 
product'

Administrative act by which the competent 
authority of a Member State authorises the 
placing on the market of a plant protection 

Administrative act by which the competent 
authority of a Member State authorises the 
placing on the market of a plant protection 
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product in its territory; product within a zone;

Or. de

Justification

EU-wide authorisation is required in order, finally, to establish a functioning internal market 
for plant protection products.

Amendment by Thomas Ulmer

Amendment 219
Article 3, point 11 a (new)

(11a) 'importers'
Importers of plant protection products are 
persons importing those products for 
commercial purposes.

Or. de

Amendment by Urszula Krupa

Amendment 220
Article 3, point 13

(13) 'environment' (13) 'environment'
Waters (including ground, surface, 
transitional and coastal), soil, air, land, wild 
species of fauna and flora, and any 
interrelationship between them, and any 
relationship with other living organisms;

Geological and topographical features, 
waters (including ground, surface, 
transitional and coastal), soil, air, land, wild 
species of fauna and flora, and any 
interrelationship between them, and any 
relationship with other living organisms;

Or. pl

Justification

Conceptual amendment. The environment comprises not just waters, air and soil but also rock 
formations (geology) and the lie of the land (topography). The depth to which the substances 
covered by this directive penetrate into the earth is dependent on the type of bedrock involved 
and its properties (e.g. permeability). Plant protection products will penetrate more deeply 
and more quickly into sand and highly permeable rock, and less so into impermeable rock 
(granite, basalt, etc.). Topography also has an influence on the migration of dissolved plant 
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protection products, which does not happen in the same way in flat lowland areas (e.g. river 
deltas) as in steeply sloping areas, where run-off is significant.

Amendment by Thomas Ulmer

Amendment 221
Article 3, point 13 a (new)

(13a) A state of complete physical and 
mental well-being, and not merely the 
absence of disease or infirmity;

Or. de

Amendment by Urszula Krupa

Amendment 222
Article 3, point 14

(14) 'integrated pest management' deleted
Careful consideration of all available pest 
control techniques and subsequent 
integration of appropriate measures that 
discourage the development of pest 
populations and keep plant protection 
products and other forms of intervention to 
levels that are economically justified and 
reduce or minimise risks to human health 
and the environment. Integrated pest 
management emphasises the growth of a 
healthy crop with the least possible 
disruption to agro-ecosystems and 
encourages natural pest control 
mechanisms;

Or. pl

Justification

Integrated pest management is applied in the above manner in the USA, but has not been 
standardised and is not compulsory anywhere in the world.

The definition of 'integrated pest management' is based on the ISO 9000 series quality 
standards and the ISO 14000 environmental management standards. The above definition 
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does not, however, contain essential standardisation details such as purpose, methods and 
procedures, which are covered in detail in ISO standards. Until such time as a relevant 
normative document containing all such information comes into being, there is no point in 
including such a definition.

Amendment by Thomas Ulmer

Amendment 223
Article 3, point 14

(14) 'integrated pest management' (14) 'integrated pest management' 
Careful consideration of all available pest 
control techniques and subsequent 
integration of appropriate measures that 
discourage the development of pest 
populations and keep plant protection 
products and other forms of intervention to 
levels that are economically justified and 
reduce or minimise risks to human health 
and the environment. Integrated pest 
management emphasises the growth of a 
healthy crop with the least possible 
disruption to agro-ecosystems and 
encourages natural pest control 
mechanisms;

Careful consideration of all available pest 
control techniques and subsequent 
integration of appropriate measures that 
discourage the development of pest 
populations and keep plant protection 
products and other forms of intervention to 
levels that are economically and 
ecologically justified and reduce or 
minimise risks to human health and the 
environment. Integrated pest management 
emphasises the growth of a healthy crop 
with the least possible disruption to agro-
ecosystems by appropriately taking into 
account preventive crop-growing measures 
and use of adapted varieties and of non-
chemical methods of plant protection and 
crop management;

Or. de

Amendment by Caroline Lucas

Amendment 224
Article 3, point 14

(14) integrated pest management (14) integrated pest management

Careful consideration of all available pest 
control techniques and subsequent 
integration of appropriate measures that 
discourage the development of pest 
populations and keep plant protection 
products and other forms of intervention to 
levels that are economically justified and 

Careful consideration of all available pest 
control techniques and subsequent 
integration of appropriate measures that 
discourage the development of pest 
populations and keep plant protection 
products and other forms of intervention to 
levels that are economically justified and 



AM\672325EN.doc 43/60 PE 390.401v02-00

EN

reduce or minimise risks to human health 
and the environment. Integrated pest 
management emphasises the growth of a 
healthy crop with the least possible 
disruption to agro-ecosystems and 
encourages natural pest control mechanisms;

reduce or minimise risks to human health 
and the environment. Integrated pest 
management emphasises the growth of a 
healthy crop with the least possible
disruption to agro-ecosystems and 
encourages natural pest control mechanisms
by giving priority to non-chemical methods 
of plant protection and pest and crop 
management;

Or. en

Justification

Integrated Pest Management should be a system that gives priority to non-chemical methods 
of plant protection and pest and crop management.

Amendment by Erna Hennicot-Schoepges and Péter Olajos + Dan Jørgensen and Chris 
Davies, Roberto Musacchio + Caroline Lucas

Amendment 225
Article 3, point 14 a (new)

(14a) ‘non-chemical methods of plant 
protection and pest and crop management’
The use of pest control and management 
techniques that do not have chemical 
properties. Non-chemical methods of plant 
protection and pest and crop management 
include rotation, physical and mechanical 
control and natural predator management.

Or. en

Justification

The priority should always be given to non-chemical methods of pest management as the only 
truly preventative and sustainable solution which is more in line with the objectives for 
sustainable crop protection, than the reliance on complex chemicals designed to kill plants, 
insects or other forms of life, which cannot be classified as sustainable. Member States need 
to promote and encourage the widespread adoption of non-chemical alternatives to plant 
protection and pest and crop management.
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Amendment by Lambert van Nistelrooij and Esther De Lange

Amendment 226
Article 3, point 17

(17) 'zone' (17) 'zone'

Group of Member States, as defined in 
Annex I, for which it is assumed that the 
agricultural, plant health and environmental 
(including climatic) conditions are relatively 
similar;

Group of Member States, as defined in 
Annex I, for which it is assumed that the 
agricultural, plant health and environmental 
(including climatic) conditions are relatively 
similar; appraisal methods must be 
sufficiently harmonised, and there must be 
sufficient allowance for specific national 
circumstances;

Or. nl

Justification

The present definition of zones is too wide and not yet sufficiently harmonised. In addition, 
there is too little allowance for specific national circumstances. There must be 
acknowledgement, within zones, of specific national circumstances.

Amendment by Urszula Krupa

Amendment 227
Article 3, point 17

(17) 'zone' (17) 'zone'

Group of Member States, as defined in 
Annex I, for which it is assumed that the 
agricultural, plant health and environmental
(including climatic) conditions are relatively
similar;

Group of Member States located in the 
same climate zone, as defined in Annex I, 
for which it is assumed that the agricultural, 
plant health and geographical conditions are 
relatively similar;

Or. pl

Justification

Clarification.

Climatic conditions are the decisive factor in the demarcation of the zones laid down in the 
directive. Other geographical features (geology, terrain, waters, soil) are of secondary 
importance in establishing the natural conditions required for the development of agriculture 
and plant health.
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Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 228
Article 3, point 18

(18) 'Good Plant Protection Practice' (18) 'Good Plant Protection Practice'
Practice whereby the treatments with plant 
protection products applied to a given crop, 
in conformity with the conditions of their 
authorised uses, are selected, dosed and 
timed to ensure optimum efficacy with the 
minimum quantity necessary, taking due 
account of local conditions and of the 
possibilities for cultural and biological 
control;

Practice whereby the treatments with plant 
protection products applied to a given crop, 
in conformity with the conditions of their 
authorised uses, are selected, dosed and 
timed to ensure optimum efficacy with the 
minimum quantity necessary, taking due 
account of local conditions and of the 
possibilities for cultural and biological 
control and, when possible, giving priority 
to non-chemical methods of plant
protection and pest and crop management;

Or. en

Justification

When possible, the priority should be given to non-chemical methods of pest management as 
a truly preventative and sustainable solution which is more in line with the objectives for 
sustainable crop protection, than the reliance on complex chemicals designed to kill plants, 
insects or other forms of life, which cannot be classified as sustainable. Member States need
to promote and encourage the adoption of non-chemical alternatives to plant protection and 
pest and crop management.

Amendment by Dan Jørgensen, Chris Davies and Roberto Musacchio + Caroline Lucas

Amendment 229
Article 3, point 18

(18) 'Good Plant Protection Practice' (18) 'Good Plant Protection Practice'
Practice whereby the treatments with plant 
protection products applied to a given crop, 
in conformity with the conditions of their 
authorised uses, are selected, dosed and 
timed to ensure optimum efficacy with the 
minimum quantity necessary, taking due 
account of local conditions and of the 
possibilities for cultural and biological 

Practice whereby the treatments with plant 
protection products applied to a given crop, 
in conformity with the conditions of their 
authorised uses, are selected, dosed and 
timed to ensure optimum efficacy with the 
minimum quantity necessary, taking due 
account of local conditions and of the 
possibilities for cultural and biological 
control and giving priority to non-chemical 
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control; methods of plant protection and pest and 
crop management;

Or. en

Justification

The only real solution to eliminate the adverse impacts of pesticides on public health, 
animals, wildlife and wider environment is to take a preventative and truly sustainable 
approach by prioritising non-chemical methods of plant protection and pest and crop 
management. 

Amendment by Thomas Ulmer

Amendment 230
Article 3, point 18

(18) 'Good Plant Protection Practice' (18) 'Good Plant Protection Practice for the 
Use of Plant Protection Products'

Practice whereby the treatments with plant 
protection products applied to a given crop, 
in conformity with the conditions of their 
authorised uses, are selected, dosed and 
timed to ensure optimum efficacy with the 
minimum quantity necessary, taking due 
account of local conditions and of the 
possibilities for cultural and biological 
control;

Practice whereby the treatments with plant 
protection products applied to a given crop, 
in conformity with the conditions of their 
authorised uses, are selected, dosed and 
timed to ensure optimum efficacy with the 
minimum quantity necessary, taking due 
account of cultural and biological control;

Or. de

Amendment by Christa Klaß and Anja Weisgerber + Anja Weisgerber, Karl-Heinz Florenz 
and Christa Klaß

Amendment 231
Article 3, point 19

(19) 'Good Environmental Practice' deleted

Practice in plant protection which includes 
the handling and application of plant 
protection products in a way which only 
contaminates the environment with the 
smallest amount practicable;
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Or. de

Justification

Good environmental practice is part of good plant protection practice. (Christa Klaß and 
Anja Weisgerber)

The definition of good plant protection practice already includes the requirement to attain 
optimum efficiency with the minimum quantity necessary. Introducing a further definition 
would only duplicate the aspects referred to and lead to greater legal uncertainty, but with no 
substantive or technical value-added. (Anja Weisgerber, Karl-Heinz Florenz and Christa 
Klaß)

Amendment by Thomas Ulmer

Amendment 232
Article 3, point 21

(21) Data protection (21) Data protection
A test or study report is covered by data 
protection where its owner has the right to 
prevent it being used for the benefit of 
another person. 

A test or study report, other than those 
involving tests on vertebrate animals and 
other tests or studies that prevent animal 
testing, is covered by data protection where 
its owner has the right to prevent it being 
used for the benefit of another person.

Or. de

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 233
Article 3, point 21 a (new)

(21a) ’tests and studies’ 
Investigation or experiment whose purpose 
is to determine the properties and 
behaviour of an active substances or of 
plant protection products, predict exposure 
to active substances and/or their relevant 
metabolites, determine acceptable levels of 
exposure and establish conditions of safe 
use for plant protection products. 

Or. en
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Justification

’Test and study reports’ terminology is used repeatedly throughout this regulation. There is a 
need to insert a definition that includes not only study reports but also other information 
relevant to a risk assessment.

Amendment by Ioannis Gklavakis

Amendment 234
Article 3, point 21 a (new)

(21a) 'Rapporteur Member State'
The Member State which agrees to assume 
the responsibility for assessing the active 
substances, or safeners, or synergists. It is 
required to carry out this task in a 
professional manner and to publish an 
impact assessment report within a specified 
period.  

Or. el

Justification

There should be a definition of rapporteur Member State.

Amendment by Roberto Musacchio

Amendment 235
Article 4, point 1

1. An active substance shall be approved in 
accordance with Annex II, if it may be 
expected, in the light of current scientific 
and technical knowledge, that, taking into 
account the approval criteria set out in points 
2 and 3 of that Annex, plant protection 
products containing that active substance 
will fulfil the conditions provided for in 
paragraphs 2 and 3.

1. An active substance or a metabolite in the 
use-phase shall be approved in accordance 
with Annex II, if it may be proven, in the 
light of current scientific and technical 
knowledge, that, taking into account the 
approval criteria set out in points 2 and 3 of 
that Annex, plant protection products 
containing that active substance will fulfil 
the conditions provided for in paragraphs 2 
and 3. These conditions have to be used as 
cut-off criteria and cannot be overruled by 
any calculations or mitigation measures.

Or. en

Justification

Cut-off criteria will be used for the exclusion of active substances and mitigation measures 
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risk to be inadequate to protect human health and the environment against intrinsic hazards 
of certain substances. This will bring the Regulation in line with advanced policy assessment 
tools for chemical substances, such as the POPs Convention. Moreover, metabolites should 
be considered on the same base as an active substance since people are exposed to these 
possibly very toxic metabolites. 

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 236
Article 4, paragraph 2, point (a)

(a) they shall not have any harmful effects 
on human health, including vulnerable 
groups, or animal health, taking into account 
known cumulative and synergistic effects
when the methods to assess such effects are 
available, or on ground water; 

(a) they shall not have any harmful effects 
on human health, including residents, 
bystanders and vulnerable groups, or animal 
health, taking into account known 
cumulative and synergistic effects, or on 
groundwater;

Or. en

Justification

All the various population subgroups at risk of exposure to pesticides must be protected.

Amendment by Roberto Musacchio

Amendment 237
Article 4, paragraph 2, point (a)

(a) they shall not have any harmful effects 
on human health, including vulnerable 
groups, or animal health, taking into account 
known cumulative and synergistic effects 
when the methods to assess such effects are 
available, or on ground water; 

(a) they shall not have any harmful effects 
on human health, including residents and 
bystanders and vulnerable groups, such as 
babies, children, pregnant women, the 
elderly, people who are ill and those taking 
medication, or animal health, taking into 
account known cumulative and synergistic 
effects, or on groundwater;

Or. en

Justification

All the various population subgroups at risk of exposure to pesticides must be protected: 
including  professional and non-professional users, residents, bystanders, workers, specific 
vulnerable groups and consumers, directly or indirectly exposed through air, food, feed, water 
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and the environment. As pesticides are often used in mixtures the potential adverse health 
effects of mixtures, including any synergistic effects, must be assessed prior to their approval.

Amendment by Johannes Blokland

Amendment 238
Article 4, paragraph 2, point (a)

(a) they shall not have any harmful effects 
on human health, including vulnerable 
groups, or animal health, taking into account 
known cumulative and synergistic effects 
when the methods to assess such effects are 
available, or on ground water; 

(a) they shall not have any harmful effects 
on human health, including vulnerable 
groups, or animal health, taking into account 
known cumulative and synergistic effects. 
When the methods to assess such effects are 
not available or where there is uncertainty 
regarding these effects, an extra default 
factor of at least 10 should be used in the 
risk assessment;

Or. en

Justification

The precautionary principle demands action of the authorities in case of risks expected and 
uncertainty over the full extend of these effects. Doing nothing means society is exposed to 
unknown and possibly major detrimental health effects. In order to lower the risks, a default 
factor should be used. This corresponds with the default factor as mentioned in Annex IV, 
paragraph 2 of the Commission proposal.

Amendment by Caroline Lucas

Amendment 239
Article 4, paragraph 2, point (a)

(a) they shall not have any harmful effects 
on human health, including vulnerable 
groups, or animal health, taking into account 
known cumulative and synergistic effects
when the methods to assess such effects are 
available, or on ground water; 

(a) they shall not have any harmful effects 
on human health, in particular that of 
residents and bystanders and vulnerable 
groups, such as pregnant and nursing 
women, embryos and foetuses, infants and 
children, or animal health, taking into 
account known cumulative and synergistic 
effects, or on groundwater;

Or. en

Justification

All the various population subgroups at risk of exposure to pesticides must be protected. This 
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includes professional and non-professional users, residents, bystanders, workers, specific 
vulnerable groups and consumers, directly or indirectly exposed through air, food, feed, 
water and the environment. Considering agricultural pesticides are often used in mixtures, 
then the potential adverse health effects of mixtures, including any synergistic effects, must be 
assessed prior to their approval.

Amendment by Dan Jørgensen

Amendment 240
Article 4, paragraph 2, point (a)

(a) they shall not have any harmful effects 
on human health, including vulnerable 
groups, or animal health, taking into account 
known cumulative and synergistic effects
when the methods to assess such effects are 
available, or on ground water; 

(a) they shall not have any harmful effects 
on human health, including residents and 
bystanders and vulnerable groups, or animal 
health, taking into account known 
cumulative and synergistic effects, or on 
groundwater;

Or. en

Justification

All the various population subgroups at risk of exposure to pesticides must be protected. This 
includes professional and non-professional users, residents, bystanders, workers, specific 
vulnerable groups and consumers, directly or indirectly exposed through air, food, feed, 
water and the environment. Considering agricultural pesticides are often used in mixtures, 
then the potential adverse health effects of mixtures, including any synergistic effects, must be 
assessed prior to their approval. 

Amendment by Gyula Hegyi

Amendment 241
Article 4, paragraph 2, point (a)

(a) they shall not have any harmful effects 
on human health, including vulnerable 
groups, or animal health, taking into account 
known cumulative and synergistic effects 
when the methods to assess such effects are 
available, or on ground water;

(a) they shall not have any harmful effects 
on human health, including vulnerable 
groups, or animal health, taking into account 
known cumulative and synergistic effects, or 
on groundwater. When the methods to 
assess such effects are not available or 
where there is uncertainty regarding these 
effects, an extra default factor should be 
used in the risk assessment;

Or. en
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Justification

The precautionary principle demands action of the authorities in case of risks expected and 
uncertainty over the full extend of these effects. In order to lower the risks a default factor 
should be used.

Amendment by Thomas Ulmer

Amendment 242
Article 4, paragraph 2, point (c)

(c) for residues which are of toxicological 
or environmental significance, there shall 
be methods in general use for measuring 
them.

(c) for residues of all approved substances, 
there shall be standardised methods in 
general use in all Member States for 
measuring them, which are sufficiently 
sensitive with respect to levels of concern in 
various environmental and biological 
media. The residues shall be detectable 
with common methods as applied by EU 
reference laboratories.

Or. de

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 243
Article 4, paragraph 2, point (c)

(c) for residues which are of toxicological or 
environmental significance, there shall be 
methods in general use for measuring them.

(c) for residues which are of toxicological, 
eco-toxicological or environmental 
significance, there shall be methods in 
general use for measuring them which are 
sufficiently sensitive with respect to any 
technically detectable levels that could be 
present in any environmental and 
biological media.

Or. en

Justification

Considering the risks and adverse impacts of pesticides use, there should be methods in 
general use to measure residues of toxicological, eco-toxicological or environmental 
relevance. These methods need to be sufficiently sensitive to detect any technically detectable 
levels present in environmental and biological media. This includes particles, droplets and 
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vapours present in the air as a result of crop-spraying applications, residues transported on 
pollen/crop dust, spreading of contaminated soil, long-range transportation of pesticides, 
residues in water, food and feed

Amendment by Dan Jørgensen

Amendment 244
Article 4, paragraph 2, point (c)

(c) for residues which are of toxicological 
or environmental significance, there shall 
be methods in general use for measuring 
them.

(c) for residues of all authorised substances, 
there shall be methods in general use for 
measuring them which are sufficiently 
sensitive with respect to any technically 
detectable levels that could be present in 
any environmental and biological media.

Or. en

Justification

Considering the risks and adverse impacts of pesticides use, then there should be methods in 
general use to measure residues of all authorized substances. These methods need to be 
sufficiently sensitive to detect any technically detectable levels that could be present in any 
environmental and biological media. This includes any particles, droplets and vapours 
present in the air as a result of crop-spraying applications, residues transported on pollen or 
crop dust (e.g. at harvest), spreading of contaminated soil, long-range transportation of 
pesticides, as well as residues in water, food and feed.  

Amendment by Caroline Lucas

Amendment 245
Article 4, paragraph 2, point (c)

(c) for residues which are of toxicological 
or environmental significance, there shall 
be methods in general use for measuring 
them.

(c) for residues of all approved substances, 
there shall be standardised methods in 
general use for measuring them which are 
sufficiently sensitive with respect to any 
technically detectable levels that could be 
present in any environmental and 
biological media.

Or. en
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Justification

Considering the risks and adverse impacts of pesticides use, then there should be methods in 
general use to measure residues of all authorized substances. These methods need to be 
sufficiently sensitive with respect to any technically detectable levels that could be present in 
any environmental and biological media. This includes any particles, droplets and vapours 
present in the air , residues transported on pollen or crop dust (e.g. at harvest), spreading of 
contaminated soil, long-range transportation of pesticides, as well as residues in water, food 
and feed etc.

Amendment by Johannes Blokland

Amendment 246
Article 4, paragraph 2, point (c a) (new)

(ca) they shall not have any harmful effects 
on groundwater;

Or. en

Justification

It would be better to distinguish harmful effects on health and ground water. The current 
formulation emphasizes the harmful effects on health, the effects on ground water do not fit in 
that formulation.

Amendment by Erna Hennicot-Schoepges and Péter Olajos

Amendment 247
Article 4, paragraph 3, point (b)

(b) it shall have no immediate or delayed 
harmful effect on human or animal health, 
directly or through drinking water, food, 
feed or air, or consequences in the 
workplace or through other indirect effects, 
taking into account known cumulative and 
synergistic effects where the methods to 
assess such effects are available; or on 
groundwater; 

(b) it shall have no immediate or delayed 
harmful effect on human health, including 
that of residents, bystanders and vulnerable 
groups, or animal health, directly or through 
drinking water, food, feed or air, including 
in locations distant from its use following 
long-range transportation, or consequences 
in the workplace or through other indirect 
effects, taking into account known 
cumulative and synergistic effects; or on 
groundwater;

Or. en



AM\672325EN.doc 55/60 PE 390.401v02-00

EN

Justification

Substances approved under this Regulation should not have any negative impact on human 
health, including residents and bystanders who might be routinely exposed to pesticides and 
vulnerable groups that are more sensitive to pesticides.

Amendment by Dan Jørgensen and Chris Davies

Amendment 248
Article 4, paragraph 3, point (b)

(b) it shall have no immediate or delayed 
harmful effect on human or animal health, 
directly or through drinking water, food, 
feed or air, or consequences in the 
workplace or through other indirect effects, 
taking into account known cumulative and 
synergistic effects where the methods to 
assess such effects are available; or on 
groundwater; 

(b) it shall have no immediate or delayed 
harmful effect on human health, including 
that of residents and bystanders and
vulnerable groups, or animal health, directly 
or through drinking water, food, feed or air,
including in locations distant from its use 
following long-range transportation, or 
consequences in the workplace or through 
other indirect effects, taking into account 
known cumulative and synergistic effects; or 
on groundwater;

Or. en

Justification

All the various subgroups at risk of exposure to pesticides must be protected, particularly 
residents, who can be regularly exposed to pesticides from various sources. These include 
long term exposure to airborne pesticides, exposure to vapours, which can occur days, weeks, 
even months after application, reactivation, precipitation, pesticides transported from outdoor 
applications and redistributed indoors, as well as long-range transportation, as pesticides can 
travel in the air for miles. 

Amendment by Caroline Lucas

Amendment 249
Article 4, paragraph 3, point (b)

(b) it shall have no immediate or delayed 
harmful effect on human or animal health, 
directly or through drinking water, food, 
feed or air, or consequences in the 
workplace or through other indirect effects, 
taking into account known cumulative and 
synergistic effects where the methods to 
assess such effects are available; or on 

(b) it shall have no immediate or delayed 
harmful effect on human health, in 
particular that of residents and bystanders 
and vulnerable groups such as pregnant 
and nursing women, embryos and foetuses, 
infants and children, or animal health, 
directly or through drinking water, food, 
feed or air, including in locations distant 
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groundwater; from its use following long-range 
transportation, or consequences in the 
workplace or through other indirect effects, 
taking into account cumulative and 
synergistic effects; or on groundwater;

Or. en

Justification

All the various subgroups at risk of exposure to pesticides must be protected, particularly 
residents, who can be regularly exposed to pesticides from various sources. These include 
long term exposure to airborne pesticides, exposure to vapours, which can occur days, weeks, 
even months after application, reactivation, precipitation, pesticides transported from 
outdoor applications and redistributed indoors, as well as long-range transportation, as 
pesticides can travel in the air for miles.

Amendment by Gyula Hegyi

Amendment 250
Article 4, paragraph 3, point (b)

(b) it shall have no immediate or delayed 
harmful effect on human or animal health, 
directly or through drinking water, food, 
feed or air, or consequences in the 
workplace or through other indirect effects, 
taking into account known cumulative and 
synergistic effects where the methods to 
assess such effects are available; or on 
groundwater;

(b) it shall have no immediate or delayed 
harmful effect on human or animal health, 
directly or through drinking water, food, 
feed or air, or consequences in the 
workplace or through other indirect effects, 
or on groundwater, taking into account 
cumulative and synergistic effects. When the 
methods to assess such effects are not
available or where there is uncertainty 
regarding these effects, an extra default 
factor should be used in the risk 
assessment;

Or. en

Justification

The precautionary principle demands action of the authorities in case of risks expected and 
uncertainty over the full extend of these effects. In order to lower the risks a default factor 
should be used.
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Amendment by Roberto Musacchio

Amendment 251
Article 4, paragraph 3, point (b)

(b) it shall have no immediate or delayed 
harmful effect on human or animal health, 
directly or through drinking water, food, 
feed or air, or consequences in the 
workplace or through other indirect effects, 
taking into account known cumulative and 
synergistic effects where the methods to 
assess such effects are available; or on 
groundwater; 

(b) it shall have no immediate or delayed 
harmful effect on human health, including 
that of residents and bystanders and
vulnerable groups, such as babies, 
children, pregnant women, the elderly, 
people who are ill and those taking 
medication, or animal health, directly or 
through drinking water, food, feed or air,
including in locations distant from its use 
following long-range transportation, or 
consequences in the workplace or through 
other indirect effects, taking into account 
known or suspected cumulative and 
synergistic effects; or on groundwater;

Or. en

Justification

According to the precautionary principle substances should not have any negative impact in 
human health, in particular to residents, bystanders and vulnerable. This is in line with the 
EP Resolution P5_TA(2002)0276 and the Council reaction to the Commission 
Communication on the revision of Directive 91/414. These include long term exposure to 
airborne pesticides, exposure to vapours, pesticides transported from outdoor applications 
and redistributed indoors, as well as long-range transportation.

Amendment by Urszula Krupa

Amendment 252
Article 4, paragraph 3, point (b)

(b) it shall have no immediate or delayed 
harmful effect on human or animal health, 
directly or through drinking water, food, 
feed or air, or consequences in the 
workplace or through other indirect effects, 
taking into account known cumulative and 
synergistic effects where the methods to 
assess such effects are available; or on 
groundwater; 

(b) it shall have no immediate or delayed 
harmful effect on human or animal health, 
directly or through drinking water, food, 
feed or air, or consequences in the 
workplace or through other indirect effects, 
taking into account known cumulative and 
synergistic effects where the methods to 
assess such effects are available; or on 
surface and groundwater;

Or. pl
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Justification

The use of the term groundwater on its own makes it more difficult to take account of the 
cumulative effects.

Any assessment of the state of surface water, which plant protection products enter, should 
cover all of the hydrosphere, i.e. both surface and groundwater.

Rain, particularly torrential rain, results in the leaching of various substances contained in 
the soil, including plant protection products. As a result of surface run-off, those substances 
enter surface water and, through a process of infiltration, groundwater.

Amendment by Thomas Ulmer

Amendment 253
Article 4, paragraph 3, point (b)

(b) it shall have no immediate or delayed 
harmful effect on human or animal health, 
directly or through drinking water, food, 
feed or air, or consequences in the 
workplace or through other indirect effects, 
taking into account known cumulative and 
synergistic effects where the methods to 
assess such effects are available; or on 
groundwater; 

(b) it shall have no immediate or delayed
harmful effect on human health, in 
particular that of vulnerable groups, or 
animal health, directly or through drinking 
water, food, feed or air, or consequences in 
the workplace or through other indirect 
effects, taking into account known 
cumulative and synergistic effects where the 
methods to assess such effects are available; 
or on groundwater; 

Or. de

Amendment by Ioannis Gklavakis

Amendment 254
Article 4, paragraph 3, point (e), (iii)

iii) its impact on biodiversity. iii) its impact on biodiversity in the long-
term.

Or. el

Justification

Examination of the long-term impact on biodiversity should be one of the immediate 
objectives of the Regulation.
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Amendment by Urszula Krupa

Amendment 255
Article 4, paragraph 3, point (e), (iii a) (new)

(iiia) its destructive impact on species 
threatened with extinction.

Or. pl

Justification

Habitats of species threatened with extinction which appear on the Red List are to be found in 
many parts of Europe.

Pesticides and other plant protection products are a threat to birds in particular, given that 
they migrate and feed in many different areas where spraying and other treatments involving 
pesticides, among other substances, may take place. Feeding by rare species of animal in 
contaminated areas could bring about the extinction of those species.

Amendment by Caroline Lucas

Amendment 256
Article 4, paragraph 4

4. For approval of an active substance, 
paragraphs 1, 2 and 3 shall be deemed to be 
satisfied where this has been established 
with respect to one or more representative 
uses of at least one plant protection product
containing that active substance. 

4. For approval of an active substance, 
paragraphs 1, 2 and 3 shall be deemed to be 
satisfied where this has been established 
with respect to the full range of
representative uses of all plant protection
products and formulations containing that 
active substance.

Or. en

Justification

Considering PPPs often contain a number of different substances and that synergists, co-
formulants or other substances could alter the action of an active substance within a 
formulation, then it cannot be assumed that all different products and formulations containing 
an active substance will have no harmful effects on humans just because it is established with 
1 product that contains it. The potential adverse effects of all products and formulations, 
including synergistic effects, must be assessed prior to their approval to establish that there 
will be no harmful effects.
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Amendment by Roberto Musacchio

Amendment 257
Article 4, paragraph 4

4. For approval of an active substance, 
paragraphs 1, 2 and 3 shall be deemed to be 
satisfied where this has been established 
with respect to one or more representative 
uses of at least one plant protection product
containing that active substance.

4. For approval of an active substance, 
paragraphs 1, 2 and 3 shall be deemed to be 
satisfied where this has been established 
with respect to the full range of
representative uses of at least five plant 
protection products containing that active 
substance.

Or. en

Justification

Substances should be approved if conditions are satisfied for the full range of representative 
uses and not just one. Similarly, only one or two products are evaluated when the substance is 
present in a number of products at different concentrations  in combination with different 
additives. 

Amendment by Caroline Lucas

Amendment 258
Article 4 a (new)

Animal testing
In order to avoid animal testing, testing on 
vertebrate animals for the purposes of this 
Regulation shall be undertaken only as a 
last resort. The use of non animal tests and 
intelligent testing strategies shall be 
promoted, and duplicate vertebrate animal 
testing shall be prohibited.

Or. en

Justification

The promotion of intelligent testing strategies and compulsory data sharing can significantly 
reduce the number of animals used.
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