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SHORT JUSTIFICATION

Not just new knowledge on ethological aspects of housing laboratory animals, but also new 
applications of animal use, in particular in the area of genetic engineering, made the revision 
of the Directive 86/609/EEC an urgent matter, although it was at that time a historic 
achievement and good progress has been made since then, particularly with regard to the 
introduction of 3Rs (replacement, reduction, refinement) principles. 

On behalf of the ENVI Committee, I very much welcome the Commission's proposal to revise 
the Directive. It contains valuable measures that will improve animal welfare, while 
introducing more stringent regulations along the lines of the internationally accepted 
principles of humane experimental techniques and good science. It covers many concerns 
regarding the protection of animals used for experimental and scientific purposes. There are, 
however, areas where the Commission's proposal needs strengthening.

From an animal welfare angle, I welcome the extension of the scope of the Directive to 
include sentient foetal animals and invertebrate species as well as basic biological research. I 
also welcome the introduction of humane methods of killing in the context of the Directive.

The use of non-human hominids should be phased out with an immediate ban on the use of 
great apes and wild-caught primates. The phasing out of the use of "F1" primates, meaning 
the end of the use of the offspring of primates caught in the wild is of outmost importance 
both from an ethical and an animal welfare and conservation point of view. The measure 
would reduce pressure on wild populations and prevent the cruelty associated with the trade in 
wild primates. 

In contrast to the Commission's proposal, we believe that exemptions to the rule would leave 
the door open to laboratory experimentation on these highly endangered species. The so-
called "safeguard clause" in regard of Great Apes (Article 50) should be therefore deleted. 
This move is in line with the commitments originally expressed in Directive 86/609, over 
twenty years ago. Prohibitions or partial prohibitions on the use of Great Apes and wild-
caught primates in procedures are already in place in several Member States, and Great Apes 
use is no more in practice in the EU territory. Rapid harmonization throughout Europe is 
therefore possible.

Mandatory use of reasonably and practically available '3Rs' methods in Article 13 is a 
substantial step forward, compared with less stringent regulation in the Directive 86/609. 
Essential is also the establishment of an EU-wide upper limit of permissible pain and 
suffering (Article 15). Procedures causing severe suffering of animals should not be 
permitted. 

However, the absence of criteria for classification of procedures is of concern as many 
measures contained in the proposal depend on severity classifications. We are proposing a 
possible solution to this, adding an extra annex to give provisional definitions on severity 
grades. 
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In regard of methods used in procedures, toxicological studies requiring death as an end-point 
should be refined (some progress has been achieved in this area) to prevent animals suffering 
beyond the time at which death is inevitable. Recording, reporting and analyzing the levels of 
suffering due to experiments should be mandatory in order to inform the ethical review and 
authorization process. 

The principles of ethical review and authorization (Chapter IV) are among central features. 
Ethical reviews which are already used in 21 Member States need to be an integral part of the 
authorization process aiming at comparing the use of animals in scientific research with 
ethical concerns. Harm/benefit assessment, balancing the use of animals with the expected 
benefits for human health or medical research or regulatory need, is an important part of it. 
Further on, the retrospective assessment will encourage good science as well as animal 
welfare and the '3Rs'. 

I welcome national inspections (Article 33), which stipulate at least one unannounced 
inspection per year. I also believe that an EU inspectorate should be established to perform 
unannounced inspections of establishments in order to ensure that severity classifications are 
applied uniformly and correctly in the Member States. Reports and findings (particularly 
breaches of this Directive) of EU and national inspections should be published. 

Increased transparency, as proposed in Article 40 is welcomed too, taking into account the 
need for safeguarding confidential information, as well as an obligation of the Commission 
and Member States to contribute to the development of alternatives to animal methods 
(Article 45). This goes also for the establishment of national laboratories to assist the 
validation of alternative methods.

AMENDMENTS

The Committee on the Environment, Public Health and Food Safety calls on the Committee 
on Agriculture and Rural Development, as the committee responsible, to incorporate the 
following amendments in its report:

Amendment 1

Proposal for a directive
Article 1 a (new)

Text proposed by the Commission Amendment

Article 1a
Objectives

The objective of this Directive is to move 
towards the goal of full replacement of 
procedures on live animals for scientific 
purposes at the earliest opportunity by 
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facilitating and promoting the 
advancement of alternative methods and 
ensuring that evolving public opinion as 
to when it is acceptable to use animals is 
properly reflected in the law, while at  the 
same time ensuring a high level of 
protection for animals used in procedures, 
through (amongst other measures):
(a)  regular reviews of animal protection 
measures and the circumstances in which 
animals can be used for scientific 
purposes;
(b)  a high level of transparency regarding
animal use and reporting to the public on 
implementation of animal protection 
measures and progress made towards 
replacing animal methods.

Or. en

Justification

Significant reductions in the numbers of animals used and levels of suffering within EU can 
be achieved only with use of precise definitions.

Amendment 2

Proposal for a directive
Article 3 – point 1

Text proposed by the Commission Amendment

(1) 'procedure' means any use of an animal 
for experimental or other scientific 
purposes, with known or unknown 
outcome, which may cause the animal 
pain, suffering distress or lasting harm, 
including any course of action intended, or 
liable, to result in the birth of an animal in 
any such condition or in the creation of a 
new genetically modified animal line;

(1) 'procedure' means any use of an animal 
for experimental or other scientific 
purposes, with known or unknown 
outcome, which may cause the animal 
pain, suffering distress or lasting harm,
including death, and any course of action 
intended, or liable, to result in the birth of 
an animal in any such condition or in the 
creation of a new genetically modified 
animal line;

Or. en
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Justification

The amendment on the definition of ‘procedure’ is simply to make it clear that death is a 
‘lasting harm’ which would seem obvious to the public (but a court in the UK has decided to 
the contrary).

Amendment 3

Proposal for a directive
Article 3 – point 2

Text proposed by the Commission Amendment

(2) 'project' means a programme of work 
having a defined scientific objective and 
involving one or more procedures;

(2) 'project' means a programme of work 
having a defined scientific objective and 
involving one or more procedures and 
capable of being the subject of a single 
ethical evaluation;

Or. en

Justification

The amendment to the definition of ‘project’ is to make it clear that projects must not be so 
wide as to make ethical evaluation impossible.

Amendment 4

Proposal for a directive
Article 3 – point 6 a (new)

Text proposed by the Commission Amendment

(6a) 'confidential information' means 
information the non-consensual release 
of which would cause detriment to the 
legitimate commercial or research 
interests of its owner or a third party.

Or. en

Justification

The new definition of ‘confidential information’ is needed because the concept is relevant in 
several places in the proposal.
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Amendment 5

Proposal for a directive
Article 5 – point 1

Text proposed by the Commission Amendment

(1) basic research for the advancement of 
knowledge in biological or behavioural 
sciences;

(1) basic research for the advancement of 
knowledge in biological or behavioural 
sciences, where there is a realistic 
prospect that the knowledge gained will be 
useful for either of the aims set out in 
point 2;

Or. en

Justification

In order to effectively refine and reduce the use of animals in experiments, the purposes of the 
procedures need to be clearly defined and restricted. It is important that animals should only 
be used for basic research where it is realistic to expect that important benefit will accrue. 
Satisfying researcher’s curiosity should not be sufficient.

Amendment 6

Proposal for a directive
Article 8 – paragraph 2

Text proposed by the Commission Amendment

2. Notwithstanding paragraph 1, great apes 
shall not be used in procedures, subject to 
the use of the safeguard clause in Article 
50.

2. Notwithstanding paragraph 1, great apes 
shall not be used in procedures.

Or. en

Justification

The ban on the use of Great Apes should be absolute due to widespread recognition that the 
use of those highly sensitive animals is morally unjustified.
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Amendment 7

Proposal for a directive
Article 9 – paragraph 2

Text proposed by the Commission Amendment

2. Competent authorities may grant 
exemptions from paragraph 1 on the basis 
of scientific justification that the purpose 
of the procedure cannot be achieved by the 
use of an animal which has been bred for 
use in procedures.

2. Subject to Article 10, competent
authorities may grant exemptions from 
paragraph 1 on the basis of a compelling 
scientific and societal justification that the 
purpose of the procedure cannot be 
achieved by the use of an animal which has 
been bred for use in procedures.

Or. en

Justification

Animals taken from the wild experience considerable additional suffering in comparison with 
purpose-bred animals. Only in the rarest cases should their use be contemplated.

Amendment 8

Proposal for a directive
Article 10 – paragraph 1 – subparagraph 2

Text proposed by the Commission Amendment

However, as from the dates set out in 
Annex III, Member States shall ensure 
that non-human primates listed in that 
Annex may only be used in procedures 
where they are the offspring of non-
human primates which have been bred in 
captivity.

deleted

Or. en

Justification

There is no justification for allowing non captive-bred primates to be used for considerable 
periods, which seems to be the Commission’s intention. All the species listed in Annex II 
should be purpose-bred without exception.
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Amendment 9

Proposal for a directive
Article 10 – paragraph 2

Text proposed by the Commission Amendment

2. Competent authorities may grant 
exemptions from paragraph 1 on the basis 
of a scientific justification.

deleted

Or. en

Justification

See justification to the amendment to Article 10(1).

Amendment 10

Proposal for a directive
Article 14 – paragraph 2 – point d

Text proposed by the Commission Amendment

(d) where anaesthesia is incompatible with 
the purpose of the procedure unless the 
procedure involves serious injuries that 
may cause severe pain.

(d) where anaesthesia is incompatible with 
the purpose of the procedure, provided the 
procedure will cause no more than mild
pain or distress.

Or. en

Justification

The primary purpose of this revised Directive is to protect animals and to reduce the suffering 
they may experience during a procedure. Pain, suffering and distress should be avoided or at 
least kept to a very low level at all times even when a procedure is carried out without 
anaesthesia or analgesics.
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Amendment 11

Proposal for a directive
Article 14 – paragraph 4

Text proposed by the Commission Amendment

4. Member States shall ensure that animals 
are not given any drug to stop or restrict 
them from showing pain without an 
adequate level of anaesthesia or 
analgesia.

4. Member States shall ensure that animals 
are not given any drug to stop or restrict 
them from showing pain.

In those cases, a scientific justification 
shall be provided, accompanied by the 
details of the anaesthetic or analgesic 
regime.

Or. en

Justification

It is wholly unacceptable for an animal to be given a drug so as to prevent it from showing 
pain.

Amendment 12

Proposal for a directive
Article 14 – paragraph 5

Text proposed by the Commission Amendment

5. An animal, which may suffer 
considerable pain once anaesthesia has 
worn off, shall be treated with pre-emptive 
and post-operative analgesics or other 
appropriate pain-relieving methods, 
provided that it is compatible with the 
purpose of the procedure. Where the 
treatment with analgesics is not possible, 
the animal shall be immediately killed by a 
humane method.

5. An animal which may suffer pain once 
anaesthesia has worn off shall be treated 
with pre-emptive and post-operative 
analgesics or other appropriate pain-
relieving methods, provided that it is 
compatible with the purpose of the 
procedure. Where the treatment with a 
pain-relieving method is not possible, the 
animal shall be immediately killed by a 
humane method. In no case may an 
animal be permitted to experience more 
than mild post-anaesthesia pain.

Or. en
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Justification

See justification to the amendment to Article 14(2)(b).

Amendment 13

Proposal for a directive
Article 15 – paragraph 1

Text proposed by the Commission Amendment

1. Member States shall ensure that all 
procedures are classified as 'up to mild', 
'moderate', 'severe' or 'non-recovery' on 
the basis of the duration and intensity of 
potential pain, suffering, distress and 
lasting harm, the frequency of
intervention, the deprivation of 
ethological needs and the use of 
anaesthesia or analgesia or both.

deleted

Or. en

Justification

Severity definitions should be harmonised all over the European Union, and provisional 
definitions are necessary until the final definitions are accepted by the Commission.

Amendment 14

Proposal for a directive
Article 15 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. By ...*, the Commission shall bring 
forward a proposal on definitions of 
severity which contains at least definitions 
of "up to mild", "moderate" and 
"severe". Up to that date, the transitional 
explanatory definitions set out in Annex 
VIIa shall be applicable as guidance in 
the Member States.
* 18 months from the date of entry into 
force of this Directive.
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Or. en

Justification

See justification to the amendment to Article 15(1).

Amendment 15

Proposal for a directive
Article 24 – point 1 a (new)

Text proposed by the Commission Amendment

(1a) without prejudice to the generality of 
point 1, each breeding, supplying and 
user establishment shall ensure that there 
is at least one (and more if necessary) 
trained person on site at all times to care 
for the animals' welfare and, if necessary, 
to euthanize them or summon a 
veterinarian.

Or. en

Justification

It is obvious that animals subjected to invasive procedures may require care (whether 
veterinary or otherwise) at any time of day or night. It is not possible to predict when a need 
for care may arise, or to confine it within business hours. Professional veterinary guidance 
requires that veterinary surgeons are available to provide emergency cover on a 24 hour 
basis for all their clients. In the laboratory context, as in other contexts, this necessitates that 
there is someone who in practice is able to summon the veterinary surgeon.

Amendment 16

Proposal for a directive
Article 25 – paragraph 2

Text proposed by the Commission Amendment

2. The permanent ethical review body shall 
include the designated veterinarian, the 
person(s) responsible for the welfare and 

2. The permanent ethical review body shall 
include as a minimum the designated 
veterinarian, the person(s) responsible for 
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care of the animals in the establishment 
and, in the case of a user establishment, a 
scientific member.

the welfare and care of the animals in the 
establishment and, in the case of a user 
establishment, a scientific member, 
persons with expertise in the replacement, 
reduction and refinement (3Rs) and an 
independent lay person experienced in 
animal welfare.

Or. en

Justification

To ensure the objectivity of the decisions made by the ethical review body, its members need 
to represent the animals’ as well as research interests. Human research ethics committees 
serve as a useful model.

Amendment 17

Proposal for a directive
Article 26 – paragraph 2 – subparagraph 1

Text proposed by the Commission Amendment

2. Member States shall ensure that the 
records of any advice given to the 
establishment by the permanent ethical 
review body and decisions taken regarding 
that advice are kept.

2. Member States shall ensure that the 
records of any advice given to the 
establishment by the permanent ethical 
review body and decisions taken regarding 
that advice are kept and published, subject 
to the protection of confidential 
information and anonymity.

Or. en

Justification

Apart from the confidential information, the ethical evaluation report should be made public 
to allow European citizens to receive a full and undistorted picture of the reality of animal 
experiments.
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Amendment 18

Proposal for a directive
Article 30 – paragraph 2 – subparagraph 1

Text proposed by the Commission Amendment

2. Each non-human primate shall have an 
individual history file, which follows the 
animal throughout its life.

2. Each non-human primate, cat and dog
shall have an individual history file which 
shall follow the animal throughout its life.

Or. en

Justification

While the European Commission seems to understand the importance of keeping information 
on non-human  primates, cats and dogs (and therefore recognises the controversy on the use 
of those particular species), it is not clear why the obligation to keep individual history files 
only applies to non-human primates. This is surely essential for the purposes of the research, 
quite apart from welfare considerations. This should be at least extended to cats and dogs 
(assuming that such procedures are allowed to continue for the time being).

Amendment 19

Proposal for a directive
Article 33 – paragraph 4

Text proposed by the Commission Amendment

4. Records of all inspections shall be kept 
for at least five years.

4. Records of all inspections shall be kept 
for at least five years, and summaries of 
inspection records, including records 
detailing any failure to meet the 
requirements of this Directive, shall be 
made publicly available on the 
Commission's website in anonymous form 
and omitting any confidential 
information.

Or. en

Justification

The revised Directive must enshrine the principle of transparency and accountability. 
Therefore the publication of information related to infringements is essential to inform the 
public about the reality of animal use in experiments. 
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Amendment 20

Proposal for a directive
Article 34 – paragraph 1

Text proposed by the Commission Amendment

1. The Commission may undertake 
controls of the infrastructure and operation 
of national inspections in Member States.

1. The Commission shall appoint EU 
inspectors to undertake inspections of the 
infrastructure and operation of national 
inspections in Member States and to 
ensure that severity classifications are 
applied correctly and uniformly 
throughout the territory of the EU.

Or. en

Justification

The creation of an EU inspectorate reporting to EU citizens and gathering best practices in 
the EU territory would ensure that the minimum animal welfare standards are applied 
uniformly in the EU Member states.

Amendment 21

Proposal for a directive
Article 34 – paragraph 2

Text proposed by the Commission Amendment

2. The Member State in the territory of 
which the control is being carried out shall 
give all necessary assistance to the experts 
of the Commission in carrying out their 
duties. The Commission shall inform the 
competent authority of the Member State 
concerned of the results of the control.

2. The Member State in the territory of 
which the inspection is being carried out 
shall give all necessary assistance to the 
EU inspectors in carrying out their duties. 
The Commission shall inform the 
competent authority of the Member State 
concerned of the results of the control, and 
shall report to citizens and stakeholders 
on inspections undertaken by EU 
inspectors.

Or. en



PE420.060v01-00 16/31 PA\767040EN.doc

EN

Justification

See justification to the amendment to Article 34(1).

Amendment 22

Proposal for a directive
Article 34 – paragraph 3

Text proposed by the Commission Amendment

3. The competent authority of the Member 
State concerned shall take measures to take 
account of the results of the control.

3. The competent authority of the Member 
State concerned shall take measures to 
respond to recommendations of the EU 
inspectors.

Or. en

Amendment 23

Proposal for a directive
Article 36 – paragraph 1 – point b a (new)

Text proposed by the Commission Amendment

(ba) the ethical evaluation report carried 
out by the establishment;

Or. en

Amendment 24

Proposal for a directive
Article 37 – paragraph 1 – point a 

Text proposed by the Commission Amendment

(a) the project is scientifically justified or 
required by law;

(a) there is sufficient scientific 
justification for the project;

Or. en
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Justification

The competent authority should ensure that all projects are scientifically justified.

Amendment 25

Proposal for a directive
Article 37 – paragraph 1 – point b

Text proposed by the Commission Amendment

(b) the purposes of the project justify the 
use of animals;

(b) the purposes of the project and the 
possible pain, suffering, distress or lasting 
harm which will be involved for the 
animals justify their use;

Or. en

Amendment 26

Proposal for a directive
Article 37 – paragraph 2 – point e a (new)

Text proposed by the Commission Amendment

(ea) where a substance, compound or 
product is being assessed for its safety or 
efficacy, the use to which it is intended or 
likely to be put.

Or. en

Justification

All projects should be retrospectively assessed without discrimination. Effective assessment 
rules should logically evolve according to the understanding of the reality of animal suffering 
and the actual delivered benefits of the research. Retrospective assessment is as important for 
research as for animal welfare.
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Amendment 27

Proposal for a directive
Article 38 – paragraph 1 a (new)

Text proposed by the Commission Amendment

1a. All projects shall be kept under review 
throughout their life and shall be 
retrospectively assessed at their 
completion.

Or. en

Justification

See justification to the amendment to Article 37(2)(ea).

Amendment 28

Proposal for a directive
Article 38 – paragraph 2 – point b

Text proposed by the Commission Amendment

(b) harm inflicted on animals including the 
numbers and species of animals used and 
the severity of the procedures;

(b) the harm inflicted on animals including 
the numbers and species of animals used
and the nature, level and duration of the 
harm experienced by the animals;

Or. en

Justification

Effective assessment rules should logically evolve according to the understanding of the 
reality of animal suffering.

Amendment 29

Proposal for a directive
Article 38 – paragraph 4

Text proposed by the Commission Amendment

4. Without prejudice to paragraph 3, all deleted



PA\767040EN.doc 19/31 PE420.060v01-00

EN

projects involving only procedures 
classified as "up to mild" shall be 
exempted from the requirement for a 
retrospective assessment.

Or. en

Justification

All projects should be retrospectively assessed without discrimination.

Amendment 30

Proposal for a directive
Article 40 – paragraph 1 – point b a (new)

Text proposed by the Commission Amendment

(ba) results of the ethical evaluation.

Or. en

Amendment 31

Proposal for a directive
Article 40 – paragraph 2

Text proposed by the Commission Amendment

2. On the basis of the results of the ethical 
evaluation, the user establishment shall 
specify in the non-technical project 
summary whether a project is to undergo 
a retrospective assessment and by which 
deadline.

deleted

Or. en

Justification

Non-confidential and non-personal information should be made public to ensure that all 
barriers to public scrutiny are removed and proper accountability achieved. This is as 
important for human health as it is for animal welfare. This extends to infringements and to 
non-confidential data, negative as well as positive, arising from projects (the latter very 
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important for human health). All non-technical summaries should be published.

Amendment 32

Proposal for a directive
Article 40 – paragraph 4

Text proposed by the Commission Amendment

4. Member States shall make publicly 
available the non-technical project 
summaries of authorised projects and any 
updates to them.

4. Member States shall make publicly 
available and easily accessible the non-
technical project summaries of authorised 
projects and any updates to them, together 
with any other information which is not 
confidential or the disclosure of which 
could lead to the identity of a person or 
breeding, supply or user establishment 
being made public whose involvement 
with animal research was not already in 
the public domain. Other information 
shall include negative as well as positive 
data from the project.

Or. en

Justification

See justification to the amendment to Article 40(2).

Amendment 33

Proposal for a directive
Article 40 – paragraph 4 a (new)

Text proposed by the Commission Amendment

4a. Subject to the protection of
confidential and personal information, 
Member States shall make publicly 
available non-personal information 
concerning infringements of this 
Directive, national laws and 
authorisations.

Or. en
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Justification

See justification to the amendment to Article 40(2).

Amendment 34

Proposal for a directive
Article 44 – paragraph 1

Text proposed by the Commission Amendment

1. Each Member State shall accept data 
that are required by law and generated by 
procedures recognised by Community 
legislation from another Member State, 
unless further procedures need to be 
carried out regarding that data for the 
protection of public health, safety or the 
environment.

1. Each Member State shall accept from 
another Member State data that are
generated by procedures which are 
recognised by or which took place 
pursuant to Community legislation.

Or. en

Justification

Transparency between Member States should contribute to avoid the duplication of animal 
experiments. Information on the outcomes of a procedure whether they are negative or not 
need to be accessible to researchers in order to avoid unnecessary suffering of animals.

Such system of data-sharing already exists in the REACH Regulation (Article 30). A positive 
duty should be placed on researchers to take reasonable steps to ensure that animal data has 
not already been generated. Only where existing data is scientifically unreliable, and there is 
sufficient societal need, should repeated animal procedures be permitted.

Amendment 35

Proposal for a directive
Article 44 – paragraph 2

Text proposed by the Commission Amendment

2. Outside the area of testing required by 
law, subject to safeguarding confidential 
information, the Member States shall 
ensure the sharing of data generated by 

deleted
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procedures.

Or. en

Justification

See justification to the amendment to Article 44(1).

Amendment 36

Proposal for a directive
Article 44 – paragraph 2 a (new)

Text proposed by the Commission Amendment

2a. Before applying for a project 
authorisation, a person intending to carry 
out a procedure shall take all reasonable 
steps to ascertain whether data relevant to 
the proposed project already exists and, if 
it does, to access it, including by 
contributing towards its costs. Member 
States shall similarly verify whether such 
data exists before granting an 
authorisation.

Or. en

Justification

See justification to the amendment to Article 44(1).

Amendment 37

Proposal for a directive
Article 44 – paragraph 2 b (new)

Text proposed by the Commission Amendment

2b. Where relevant data is reasonably 
available, Member States shall only grant 
authorisation for a project where this is 
necessary for the protection of public 
health, safety or the environment.
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Or. en

Justification

See justification to the amendment to Article 44(1).

Amendment 38

Proposal for a directive
Article 45

Text proposed by the Commission Amendment

The Commission and Member States shall 
contribute to the development and 
validation of alternative approaches that 
could provide the same or higher level of 
information as that obtained in procedures 
using animals but that do not involve the 
use of animals or use fewer animals or that 
entail less painful procedures and shall take 
such other steps as they consider 
appropriate to encourage research in this 
field.

The Commission and Member States shall 
contribute financially and otherwise to the 
development and, where appropriate, the 
scientific validation of alternative 
approaches intended to provide a 
comparable level of information as that 
obtained in procedures using animals but 
that do not involve the use of animals or 
use fewer animals or that entail less painful 
procedures and shall take such other steps 
as they consider appropriate to encourage 
research in this field.

Or. en

Amendment 39

Proposal for a directive
Article 46 – paragraph 1

Text proposed by the Commission Amendment

1. Each Member State shall, by [one year 
after entry into force of this Directive],
designate a national reference laboratory
for the validation of alternative methods 
replacing, reducing and refining the use 
of animals.

1. Each Member State shall, by [one year 
after entry into force of this Directive], 
designate a national centre of excellence
for alternative methods, which shall
include a national reference laboratory 
for the validation of alternatives to animal 
tests used for regulatory purposes.

Or. en
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Justification

In recent years considerable progress has been made towards replacing, reducing and 
refining the use of animals in procedures through dedicated research, sharing of best practice 
and through validation studies conducted according to international standards.  Efforts in 
this field should be increased in order to promote animal welfare and reduce animal 
suffering, and establishment of national centres for alternative methods should provide 
coordinated and strategically focused efforts.

Amendment 40

Proposal for a directive
Article 46 – paragraph 2

Text proposed by the Commission Amendment

2. Member States may only designate as 
national reference laboratories those that 
are accredited in accordance with 
Directive 2004/10/EC.

deleted

Or. en

Justification

See justification to the amendment to Article 46(1).

Amendment 41

Proposal for a directive
Article 46 – paragraph 3 – introductory wording

Text proposed by the Commission Amendment

3. The national reference laboratories
shall fulfil the following requirements:

3. The national centres of excellence for 
alternative methods shall fulfil the 
following requirements:

Or. en

Justification

See justification to the amendment to Article 46(1).
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Amendment 42

Proposal for a directive
Article 46 – paragraph 6

Text proposed by the Commission Amendment

6. Each Member State shall communicate 
the name and address of their reference 
laboratory to the Commission. The 
Commission shall make publicly available 
the list of national reference laboratories.

6. Each Member State shall communicate 
the name and address of its national centre 
of excellence and reference laboratory to 
the Commission. The Commission shall 
make publicly available the list of national
centres of excellence and reference 
laboratories.

Or. en

Justification

See justification to the amendment to Article 46(1).

Amendment 43

Proposal for a directive
Article 46 – paragraph 7

Text proposed by the Commission Amendment

7. After consulting the national reference 
laboratories, the Commission shall set the 
priorities for the validation studies and 
allocate the tasks between those 
laboratories for carrying out those 
studies.

deleted

Or. en

Justification

See justification to the amendment to Article 46(1).
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Amendment 44

Proposal for a directive
Article 48 – paragraph 1

Text proposed by the Commission Amendment

The Commission may adapt Annexes II to 
VII to technical and scientific progress.

The Commission may adapt Annexes I to
VIIa to technical and scientific progress.

Or. en

Justification

The list of invertebrate animals, including independently feeding larval forms should be 
equally revised according to technical and scientific progress.

Also see justification to the amendment to Article 15(1).

Amendment 45

Proposal for a directive
Article 50

Text proposed by the Commission Amendment

deleted

Or. en

Justification

These provisions are not necessary since there is overwhelming public support for the view 
that Great Apes should not be used in procedures.

Amendment 46

Proposal for a directive
Article 53

Text proposed by the Commission Amendment

The Commission shall review this 
Directive by [10 years after the date of 
entry into force] taking into account 

By ...* and every 5 years thereafter, the
Commission, in consultation with 
stakeholders, shall review this Directive
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advancement in development of 
alternative methods not entailing the use 
of animals, and in particular of non-
human primates, and propose any 
amendments, where appropriate.

and propose any amendments thereto, 
including amendments relating to the
species which may be used in procedures 
and the types of project which may be 
authorised. In so doing, the Commission
shall be guided by the following 
principles: 
(a) that this Directive should reflect 
evolving public opinion as to when the use 
of animals in procedures is justified and 
the care to which they are entitled, as well 
as scientific developments;
(b) that priority should be given to the 
reduction and elimination of procedures 
causing the greatest permissible pain, 
suffering, distress or lasting harm and 
which are not designed to alleviate life-
threatening or debilitating clinical 
conditions in human beings.
The eventual goal, accepted by all 
stakeholders, shall be the elimination of 
procedures on live animals.
___________

* Five years from the date of entry into 
force of this Directive.

Or. en

Justification

The revision process of the Directive should be flexible enough to take into account future 
changes in public concern, the understanding of the ability of particular species to suffer and 
the state of development of alternative methods and science more generally. A review of all 
essential elements of the Directive on a regular basis is essential to ensure that the legislation 
in the EU reflects the current minimum animal welfare standard, evolving scientific 
knowledge and public opinion and best practices.
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Amendment 47

Proposal for a directive
Article 54 – paragraph 1 – subparagraph 2

Text proposed by the Commission Amendment

Member States may designate bodies 
other than public authorities for the 
implementation of this Directive. Bodies 
thus designated shall be considered 
competent authorities for the purposes of 
this Directive. 

deleted

Or. en

Justification

The implementation of the revised Directive should be carried out by a public body, so that 
the principle of transparency with citizens is fully applied.

Amendment 48

Proposal for a directive
Article 55 a (new)

Text proposed by the Commission Amendment

Article 55a
Placing on the market of products not 

developed in accordance with this 
Directive

1. The import into and placing on the 
Community market of monoclonal 
antibodies produced by the ascitic method,
where non-animal alternative methods 
suffice, shall be prohibited.
2. The Commission, acting in accordance 
with the procedure referred to in Article 
51, shall consider at least once a year 
whether the import into and placing on 
the Community market of other products 
should also be prohibited on the grounds
that they could have been developed using 
non-animal methods or have been 
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developed under conditions representing a 
significant departure from those required 
under this Directive.

Or. en

Justification

In response to a Written European Parliamentary question (Written question by Jens Holm 
(GUE/NGL) to the Commission (27 October 2008) answered on the 15th of January 2009 by 
Commissioner Dimas on behalf of the European Commission), the European Commission has 
confirmed that the production of MAbs by the (extremely painful) mouse ascites method is no 
longer scientifically necessary, except in rare cases. It is therefore unacceptable that MAbs 
unnecessarily thus produced should be imported into the EU. A ban on their import would be 
WTO-complaint (Article XX(a) of GATT (public morals)) because, as the Proposal clearly 
recognises, there is a moral imperative to use non-animal alternatives wherever possible and 
it makes no sense if that principle can be circumvented by imports into the EU. The EU 
should also consider on a regular basis whether the import of other specific products 
developed in ways which would not be permitted under the revised Directive should be 
prohibited. This would not extend to all products but be decided on a case-by-case basis.

Amendment 49

Proposal for a directive
Annex III

Text proposed by the Commission Amendment

deleted

Or. en

Amendment 50

Proposal for a directive
Annex VII a (new)

Text proposed by the Commission Amendment

Annex VIIa
Transitional General Description of 
Degrees of Severity (Article 15 of the 

Directive)
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No stress: Severity Grade 0
Interventions and manipulations in 
animals for experimental purposes as a 
result of which the animals experience no 
pain, suffering, injury or extreme anxiety 
and no significant impairment of their 
general condition. Examples in veterinary 
practice: withdrawal of blood samples for 
diagnostic purposes; subcutaneous 
injection of a drug.
Mild stress: Severity Grade 1
Interventions and manipulations in 
animals for experimental purposes which 
subject the animals to a brief episode of 
mild stress (pain or injury).
Examples in veterinary practice: injection 
of a drug requiring the use of restraint; 
castration of male animals under 
anaesthesia.
Moderate stress: Severity Grade 2
Interventions and manipulations in 
animals for experimental purposes which 
subject the animals to a brief episode of 
moderate stress, or a moderately long to 
long-lasting episode of mild stress (pain, 
suffering or injury, extreme anxiety or 
significant impairment of general 
condition).
Examples in veterinary practice: surgical 
treatment of a single leg-bone fracture; 
castration of female animals.
Severe stress: Severity Grade 3
Interventions and manipulations in 
animals for experimental purposes which 
cause the animals severe to very severe 
stress, or subject them to a moderately 
long to long-lasting episode of moderate 
stress (severe pain, prolonged suffering or 
severe injury, extreme and persistent 
anxiety or significant and persistent 
impairment of general condition). 
Examples in veterinary practice: 
predictably lethal infectious and 
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neoplastic disease without premature 
euthanasia.

Or. en

Justification

See justification to the amendment to Article 15(1).
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