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Amendment  51 
Frédérique Ries 

Proposal for a directive 
Recital 7 
 

Text proposed by the Commission Amendment 

(7) This Directive should also cover 
embryonic and foetal forms of vertebrate 
animals, as there is scientific evidence 
showing that such forms in the last third of 
their development have an increased risk of 
experiencing pain, suffering and distress, 
which may also affect negatively their 
subsequent development. Scientific 
evidence has also shown that procedures 
on embryonic and foetal forms at an earlier 
stage of development could result in pain, 
suffering, distress or lasting harm, should 
the developmental forms be allowed to live 
beyond the first two thirds of their 
development. 

(7) This Directive should also cover, only 
when it is scientifically proven that the 
nervous system is able to integrate pain 
signals, embryonic and foetal forms of 
vertebrate animals for which a birth is 
envisaged, as there is scientific evidence 
showing that such forms in the last third of 
their development have an increased risk of 
experiencing pain, suffering and distress, 
which may also affect negatively their 
subsequent development. Scientific 
evidence has also shown that procedures 
on embryonic and foetal forms at an earlier 
stage of development could result in pain, 
suffering, distress or lasting harm, should 
the developmental forms be allowed to live 
beyond the first two thirds of their 
development. 

Or. en 

 

Amendment  52 
Jens Holm, Carl Schlyter 

Proposal for a directive 
Recital 11 a (new) 
 

Text proposed by the Commission Amendment 

 (11a) The Commission should promote 
the replacement, reduction and 
refinement of animal testing within 
international organisations such as the 
International Conference on 
Harmonisation of Technical 
Requirements for Registration of 
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Pharmaceuticals for Human Use (ICH) 
and the Organisation for Economic 
Cooperation and Development (OECD) 
and through bilateral trade agreements 
with third countries in order to reduce the 
number of animals used in regulatory 
testing worldwide, and to ensure that 
where appropriate data requirements are 
harmonised in order to eliminate 
duplication of animal tests. 

Or. en 

Justification 

Sadly, some animal tests that are deemed scientifically redundant or obsolete in the EU, or 
that have been replaced by validated non-animal methods, are required by third countries 
and are therefore still carried out. Greater efforts to promote animal welfare, and in this case 
specifically the 3Rs, internationally should be made in order to address this. 

 

Amendment  53 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Recital 11 a (new) 
 

Text proposed by the Commission Amendment 

 (11a) In accordance with the objectives of 
the Community Action Plan on the 
Protection and Welfare of Animals (2006 
– 2010) the Commission should 
endeavour to promote the welfare of 
animals used for scientific purposes 
internationally, and in particular to seek 
promotion of the replacement, reduction 
and refinement of animal procedures 
through the World Organisation for 
Animal Health (OIE), and by seeking to 
add animal welfare standards to the 
criteria assessed in order to establish 
compliance with Good Laboratory 
Practice (GLP). 

Or. en 
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Justification 

The Communication from the Commission on a Community Action Plan on the Protection and 
Welfare of Animals 2006-2010 lists promotion of high animal welfare standards in the EU 
and at the international level as one of its primary objectives. Promotion of the replacement, 
reduction and refinement of animal procedures through the World Organisation for Animal 
Health would not only further this objective, but would protect EU industry by raising animal 
welfare standards in third countries. 

 

Amendment  54 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Recital 11 b (new) 
 

Text proposed by the Commission Amendment 

 (11b) In order to implement the fifth area 
of action identified in the Community 
Action Plan on the Protection and 
Welfare of Animals (2006 – 2010), which 
identifies the need to support and initiate 
international initiatives to raise awareness 
and create greater consensus on animal 
welfare, the Commission should promote 
the use and acceptance of intelligent 
testing strategies and alternative methods 
in third countries, including by providing 
training where appropriate. 

Or. en 

Justification 

The use of intelligent testing strategies and alternative methods can considerably reduce the 
number of animals used in regulatory tests, but application of new techniques can be 
hampered by lack of knowledge. The Commission should provide training where appropriate 
in order to meet commitments to create greater consensus on animal welfare internationally. 
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Amendment  55 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Recital 23 
 

Text proposed by the Commission Amendment 

(23) The number of animals used in 
procedures could be reduced by performing 
procedures on animals more than once, 
where this does not detract from the 
scientific objective or result in poor animal 
welfare. However, the re-use of animals 
should be judged against minimising any 
adverse affects on their welfare, taking into 
account the lifetime experience of the 
individual animal. As a result of this 
potential conflict, the re-use of animals 
should be considered on a case-by-case 
basis and limited only to those procedures 
where pain, distress and suffering are 
significantly reduced. 

(23) The number of animals used in 
procedures could be reduced by performing 
procedures on animals more than once, 
where this does not detract from the 
scientific objective or result in poor animal 
welfare. However, the re-use of animals 
should be judged against minimising any 
adverse affects on their welfare, taking into 
account the lifetime experience of the 
individual animal. As a result of this 
potential conflict, the re-use of animals 
should be considered on a case-by-case 
basis and limited to only those procedures 
where the cumulative pain, distress and 
suffering have been justified at ethical 
review. 

Or. en 

Justification 

The justification for reuse of animals in procedures is clearly related to the severity of the 
procedure and the duration of any effects of treatment. An expert judgement is required and is 
best provided via the ethical review process. 

 

Amendment  56 
Mojca Drčar Murko 

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 
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procedures on live animals for scientific 
purposes at the earliest opportunity by 
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; 

 (c) establishment of new national and EU 
facilities dedicated to the development and 
promotion of alternatives to animal 
procedures, and through enhancing the 
role and status of the relevant services of 
the Commission. 

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. 

The role of ECVAM (the European Centre for the Validation of Alternative Methods) should 
be enhanced, and functions currently falling outside ECVAM’s remit should be added through 
establishment of new facilities at EU and national levels. ECVAM works to apply the 3Rs to 
regulatory test methods, but the use of animals in basic, applied and veterinary research 
accounts for around 90% of animal use in the EU, so additional facilities are needed in order 
to create and implement strategies to replace the use of animals in all animal procedures. 
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Amendment  57 
Jens Holm 

Proposal for a directive 
Article 1 a (new) 
 

Text proposed by the Commission Amendment 

 Article 1a 

 Objectives 

 The purposes of this Directive are to move 
towards the goal of full replacement of 
procedures on live animals for scientific 
purposes at the earliest opportunity by 
facilitating and promoting the 
advancement of alternative methods and 
ensuring that evolving public opinion on 
when it is acceptable to use animals is 
properly reflected in the law, and in the 
meantime to ensure 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 about 
animal use and reporting to the public on 
implementation of animal protection 
measures and progress made towards 
replacing animal methods; 

 c) establishment of European and 
National Centres of Excellence for 
Alternative Methods. 

Or. en 

Justification 

Over 12 million animals were used for scientific procedures in 2005, the last year for which 
statistics are available. The vast majority of these (around 80 – 90%) were used for basic and 
applied biomedical and veterinary research, and application of the principles of replacement, 
reduction and refinement of animal use in these fields of research are currently not covered 
by ECVAM (the European Centre for the Validation of Alternative Methods). To tackle the 
needs of industry and academic researchers, vastly increased efforts are needed to apply the 
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principles of replacement, reduction and refinement to all animal procedures and new 
Centres for Alternative Methods should be established at national and EU level. 

 

Amendment  58 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 1 a (new) 
 

Text proposed by the Commission Amendment 

 Article 1a  
 Objectives 
 The purposes of this Directive are to move 

towards the goal of full replacement of 
procedures on live animals for scientific 
purposes at the earliest opportunity by 
facilitating and promoting the 
advancement of alternative methods and 
ensuring that evolving public opinion on 
when it is acceptable to use animals is 
properly reflected in the law, and in the 
meantime to ensure 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 about 
animal use and reporting to the public on 
implementation of animal protection 
measures and progress made towards 
replacing animal methods; 

 c) establishment of European and 
National Centres of Excellence for 
Alternative Methods. 

Or. en 

Justification 

Over 12 million animals were used for scientific procedures in 2005, the last year for which 
statistics are available. The vast majority of these (around 80 – 90%) were used for basic and 
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applied biomedical and veterinary research. Application of the principles of replacement, 
reduction and refinement (3R) of animal use in these fields of research are currently not 
covered by ECVAM. To facilitate the application of the 3R principles to all animal 
procedures, new Centres for Alternative Methods should be established at national and EU 
level. 

 

Amendment  59 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 2 – paragraph 2 
 

Text proposed by the Commission Amendment 

2. This Directive shall apply to the 
following animals: 

deleted 

(a) live non-human vertebrate animals, 
including independently feeding larval 
forms and embryonic or foetal forms as 
from the last third of their normal 
development; 

 

(b) live invertebrate animals, including 
independently feeding larval forms, of 
those species listed in Annex I. 

 

Or. en 

Justification 

The directive should also include independently feeding larval forms and embryonic or foetal 
forms as from the last third of their normal development,only when sientice has been 
scientifically established. 

 

Amendment  60 
Frédérique Ries 

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

Text proposed by the Commission Amendment 

(a) live non-human vertebrate animals, 
including independently feeding larval 
forms and embryonic or foetal forms as 

(a) live non-human vertebrate animals, 
including independently feeding larval 
forms and embryonic or foetal forms for 
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from the last third of their normal 
development; 

which a birth is envisaged and it is 
scientifically proven that their nervous 
system is able to integrate pain signals; 

Or. en 

 

Amendment  61 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 2 – paragraph 3 
 

Text proposed by the Commission Amendment 

3. This Directive shall apply to animals 
used in procedures, which are at an 
earlier stage of development than that 
referred to in point (a) of paragraph 2, if 
the animal is to be allowed to live beyond 
that stage of development and is likely to 
experience pain, suffering, distress or 
lasting harm after it has reached that 
stage of development.  

deleted 

Or. en 

Justification 

This would have a major impact on the potencial production, of GM transgenic animals 
without having an impact on animal welfare. 

 

Amendment  62 
Frédérique Ries 

Proposal for a directive 
Article 2 – paragraph 3 
 

Text proposed by the Commission Amendment 

3. This Directive shall apply to animals 
used in procedures, which are at an earlier 
stage of development than that referred to 
in point (a) of paragraph 2, if the animal is 
to be allowed to live beyond that stage of 

3. This Directive shall apply to animals 
used in procedures, which are at an earlier 
stage of development than that referred to 
in point (a) of paragraph 2, for which a 
birth is envisaged and it is scientifically 
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development and is likely to experience 
pain, suffering, distress or lasting harm 
after it has reached that stage of 
development.  

proven that their nervous system is able to 
integrate pain signals; 

Or. en 

 

Amendment  63 
Dan Jørgensen 

Proposal for a directive 
Article 4 – paragraph 1 
 

Text proposed by the Commission Amendment 

1. Where a method of testing not involving 
the use of animals exists and may be used 
in place of a procedure, Member States 
shall ensure that the alternative method is 
used. 

1. Where a method not involving the use of 
living animals exists and may be used in 
place of a procedure, Member States shall 
not authorise the use of living animals. 

Or. en 

Justification 

The word ‘testing’ is superfluous and might be taken to restrict the applicability of this article 
to methods of testing quality, safety or efficacy, and to exclude procedures forming part of a 
programme of applied or basic research. The article should apply to any procedure, used for 
any purpose. The addition of the word ‘living’ ensures that the article cannot be 
misinterpreted either to avoid the requirement to use an alternative that uses animal cells and 
tissues, or as a discouragement to the development and use of such alternative methods 
Additional wording inserted originates from Article 2 of Directive 86/609/EEC. 

 

Amendment  64 
Jens Holm, Carl Schlyter 

Proposal for a directive 
Article 4 – paragraph 3 a (new) 
 

Text proposed by the Commission Amendment 

 3a. The Commission shall, by five years 
after the entry into force of this Directive 
at the latest, establish binding yearly 
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reduction targets for the number of 
animals used for scientific purposes 
within the Community in comparison to 
the number of animals used during the 
year 2005.  

 Those measures, designed to amend non-
essential elements of this Directive by 
supplementing it shall, within two years 
from the entry into force of this Directive, 
be adopted in accordance with the 
regulatory procedure with scrutiny 
referred to in Article 51(3). 

Or. en 

Justification 

According to the Commission's proposal around 12.1 million animals are used on a yearly 
basis in scientific procedures in the EU-27. Incentives in form of binding reduction targets 
are necessary to speed up the process of using and developing alternative test methods.  

 

Amendment  65 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 5 – point 3 
 

Text proposed by the Commission Amendment 

(3) the development, manufacture or 
testing of the quality, effectiveness and 
safety of drugs, food- and feed-stuffs and 
other substances or products having either 
of the aims referred to in point (2); 

(3) the development, manufacture or 
testing of the quality, effectiveness and 
safety of medicinal or veterinary products 
and devices, having either of the aims 
referred to in point (2); 

 (3a) the development, manufacture or 
testing of the quality, effectiveness and 
safety of substances or products, other 
than those referred to in point (3) having 
either of the aims referred to in point (2); 

Or. en 
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Justification 

For the purpose of prohibiting certain types of procedure, such as limiting procedures on 
non-human primates, it is necessary to make clear distinctions between the various permitted 
purposes. The use of animals for testing the safety of medicinal or veterinary products and 
devices (as defined in current EU directives) should be regarded as having more significant 
potential benefit than the testing of other products such as food and feed-stuff. 

 

Amendment  66 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter 

Proposal for a directive 
Article 5 – point 6 
 

Text proposed by the Commission Amendment 

(6) higher education or training;  deleted 

Or. en 

Justification 

The purposes of procedures should be restricted to those where important benefits can 
realistically accrue. 

 

Amendment  67 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter 

Proposal for a directive 
Article 5 – point 7 
 

Text proposed by the Commission Amendment 

(7) forensic inquiries. deleted 

Or. en 

Justification 

The purposes of procedures should be restricted to those where important benefits can 
realistically accrue. 
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Amendment  68 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 5 a (new) 
 

Text proposed by the Commission Amendment 

 Article 5a 
 Basic Research 
 Procedures for the purpose of basic 

research may be carried out only if the 
following criteria are met:  

 (a) the suffering experienced by the 
animal does not exceed a moderate level; 

 (b) there is compelling justification on the 
basis that there is a realistic prospect that 
the results of the research will contribute 
to attaining aims defined under point (2) 
of Article 5. 

Or. en 

Justification 

Approximately 4.1 million animals (35%) of the total 12.2 million vertebrate animals used 
annually for scientific procedures in the EU are used for basic research. Such testing should 
be included here. As the benefits of ‘basic research’ are less clear, the use of animals in such 
research must be subject to a rigorous regulatory authorisation process including thorough 
and critical ethical evaluation and harm-benefit assessment. There should a prohibition on 
the use of animals in basic research in cases where potential benefit is speculative or merely 
assumed. 

 

Amendment  69 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 6 – paragraph 1 – subparagraph 1 
 

Text proposed by the Commission Amendment 

1. Member States shall ensure that animals 
are killed in an authorised establishment, 
by an authorised person and with a 

1. Member States shall ensure that animals 
are killed in an authorised establishment by 
an authorised person and with a minimum 
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minimum of pain, suffering and distress 
and, in relation to the species included in 
Annex V, using the appropriate humane 
method of killing as set out in that Annex.  

of pain, suffering and distress using the 
appropriate method of humane killing. 

Or. en 

Justification 

The wording of the Commission, with the reference to annex V could lead to the appliance of 
out-dated methods of killing experimental animals in the future. 

 

Amendment  70 
Dan Jørgensen 

Proposal for a directive 
Article 6 a (new) 
 

Text proposed by the Commission Amendment 

 Article 6a 
 Adoption of stricter measures 
 This Directive shall not prevent Member 

States from applying or adopting any 
stricter national measures aimed at 
improving the welfare and protection of 
animals used in experiments. 

Or. en 

Justification 

The directive sets out the minimum standards the Member States must adopt. However it must 
be stipulated that the Member States have the possibility to apply or adopt stricter measures 
than those outlined in this directive. The explanatory memorandum of the proposal highlights 
this point however it is important to explicitly mention it in the text. 

 



 

AM\768133EN.doc 17/64 PE420.111v01-00 

 EN 

Amendment  71 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 6 a (new) 
 

Text proposed by the Commission Amendment 

 Article 6a 
 National measures 
 This Directive shall not prevent Member 

States from applying or adopting any 
stricter national measures aimed at 
improving the welfare and protection of 
animals used in experiments. 

Or. en 

Justification 

The directive sets out the minimum standards the Member States must adopt. It should be 
stated explicitly that the Member States have the possibility to apply or adopt stricter 
measures than those outlined in this directive. 

 

Amendment  72 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 7 – paragraph 1 – point a 
 

Text proposed by the Commission Amendment 

(a) the procedure has one of the purposes 
referred to in points (2)(a), (3) or (5) of 
Article 5;  

a) the procedure has the purpose referred 
to in point (5) of Article 5;  

Or. en 

Justification 

The only acceptable exception for the use of endangered species it to do research aimed at 
preservation of the species. 
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Amendment  73 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 7 – paragraph 1 – point b a (new) 
 

Text proposed by the Commission Amendment 

 (ba) it is guaranteed that the animals used 
in the procedure are those whose survival 
is not endangered or threatened and are 
purpose-bred only. 

Or. en 

Justification 

The exclusion of fundamental research harbors the risk that useful knownledge, which can be 
important for the survival of a species in danger of extinction cannot be gained anymore. 
Therefore, this article would be contradictory to the goal of the international convention on 
biodiversity of Washington. Only by expanding the exceptions to the area of fundamental 
research can it be guaranteed that specific adaptation, which can often only be found in rare, 
frequently endangered species who are specifically adopted, can be tested adequately. 

 

Amendment  74 
Frédérique Ries 

Proposal for a directive 
Article 8 – paragraph 1 – point a 
 

Text proposed by the Commission Amendment 

(a) the procedure has one of the purposes 
referred to in points (1), (2)(a), (3) and is 
undertaken with a view to the avoidance, 
prevention, diagnosis or treatment of life-
threatening or debilitating clinical 
conditions in human beings or the purpose 
referred to in point (5) of Article 5; 

(a) the procedure has one of the purposes 
referred to in points (1), (2)(a), (3) or the 
purpose referred to in point (5) of Article 
5; 

Or. en 

Justification 

Décider la seule possibilité de recourir à l'utilisation des primates pour les seules affections 
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décrites dans la proposition de directive aurait pour conséquences de délaisser de 
nombreuses recherches, et de diminuer la capacité de l'Union européenne dans ce secteur. 
Ainsi, des expériences en recherche fondamentale, ou sur des maladies infectieuses par 
exemple pourraient être dès lors interdites en Europe. 

 

Amendment  75 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 8 – paragraph 1 – point a 
 

Text proposed by the Commission Amendment 

(a) the procedure has one of the purposes 
referred to in points (1), (2)(a), (3) and is 
undertaken with a view to the avoidance, 
prevention, diagnosis or treatment of life-
threatening or debilitating clinical 
conditions in human beings or the 
purpose referred to in point (5) of Article 
5; 

(a) the procedure has one of the purposes 
referred to in points (1), (2)(a), (3) and 
point (5) of Article 5; 

Or. en 

Justification 

The intended phrasing of the commission would confront the entire biotech-industry in 
Europe with massive problems concerning the development of new agents and eventually lead 
to a displacement of development work on new biopharmaceuticals and possibly lead to a 
movement of these companies away from Europe. 

 

Amendment  76 
John Bowis 

Proposal for a directive 
Article 8 – paragraph 1 – point a 
 

Text proposed by the Commission Amendment 

(a) the procedure has one of the purposes 
referred to in points (1), (2)(a), (3) and is 
undertaken with a view to the avoidance, 
prevention, diagnosis or treatment of life-
threatening or debilitating clinical 

(a) the procedure has one of the purposes 
referred to in points (1), (2)(a), (3) and is 
undertaken with a view to the avoidance, 
prevention, diagnosis or treatment of life-
threatening or debilitating clinical 
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conditions in human beings or the purpose 
referred to in point (5) of Article 5; 

conditions that have a substantial impact 
on human beings' day-to-day functioning, 
such as infertility, reproduction, obesity or 
diabetes, or the purpose referred to in point 
(5) of Article 5; 

Or. en 

Justification 

The original text could lead to the prevention of research into some significant disease areas, 
such as infertility, reproduction, obesity and diabetes.  

 

Amendment  77 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 8 – paragraph 1 – point b 
 

Text proposed by the Commission Amendment 

(b) there is a scientific justification that the 
purpose of the procedure cannot be 
achieved by the use of other species than 
non-human primates. 

(b) there is a scientific justification and 
ethical justification that the purpose of the 
procedure cannot be achieved by the use of 
other species than non-human primates. 

Or. en 

Justification 

See justification to amendment 2. For this should as an adjustment the specific ethical 
importance of experiments with inhuman primates be highlighted. 

 

Amendment  78 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter 

Proposal for a directive 
Article 8 – paragraph 1 a (new) 
 

Text proposed by the Commission Amendment 

 1a. The Commission shall establish 
[within 18 months after entry into force] a 
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strategy to phase out the use of non-
human primates [within 5 years after 
entry into force]. 

Or. en 

Justification 

The use of non-human primates should be rapidly phased-out in line with the demands made 
through European Parliament Written Declaration WD40.  

 

Amendment  79 
Jens Holm, Carl Schlyter 

Proposal for a directive 
Article 8 – paragraph 2 a (new) 
 

Text proposed by the Commission Amendment 

 2a. The Commission shall establish a 
timetable for replacing the use of all non-
human primates in scientific experiments 
with alternatives. 

 Those measures, designed to amend non-
essential elements of this Directive by 
supplementing it shall, within two years 
after the entry into force of this Directive, 
be adopted in accordance with the 
regulatory procedure with scrutiny 
referred to in Article 51(3).  

Or. en 

Justification 

Given that advanced technology and techniques now provide alternative methods that are 
proving to be more efficient and reliable than primate experiments, such as functional 
magnetic resonance imaging, microdosing, computer modelling or tissue and cell culture, 
there are no reasons why the EU should not phase-out the use of all primates. 

 



 

PE420.111v01-00 22/64 AM\768133EN.doc 

EN 

Amendment  80 
Dan Jørgensen 

Proposal for a directive 
Article 8 – paragraph 2 a (new) 
 

Text proposed by the Commission Amendment 

 2a. The Commission shall establish a 
strategy for the setting up of a high-level 
group to review annually regulation of the 
use of non-human primates with the view 
to ending their use. 

Or. en 

Justification 

The use of non-human primates should be phased-out as rapidly as possible. Putting up a 
concrete strategy to end the use of non-human primates is a priority in line with the demands 
made through European Parliament Written Declaration WD40. 

 

Amendment  81 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson 

Proposal for a directive 
Article 9 – title 
 

Text proposed by the Commission Amendment 

Animals taken from the wild Animals that are purpose-bred 

Or. en 

Justification 

More reasonable and appropriate wording. 

 



 

AM\768133EN.doc 23/64 PE420.111v01-00 

 EN 

Amendment  82 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson 

Proposal for a directive 
Article 9 – paragraph 1 
 

Text proposed by the Commission Amendment 

1. Animals taken from the wild shall not 
be used in procedures.  

1. Animals that are not purpose-bred shall 
not be used in procedures. 

Or. en 

Justification 

More reasonable and appropriate wording. 

 

Amendment  83 
Frédérique Ries 

Proposal for a directive 
Article 10 
 

Text proposed by the Commission Amendment 

1. Member States shall ensure that animals 
belonging to the species listed in Annex II 
may only be used in procedures where 
those animals have been bred for use in 
procedures. 

1. Member States shall ensure that animals 
belonging to the species listed in Annex II 
may only be used in procedures where 
those animals have been bred for use in 
procedures.  

 The European Commission will publish, 
18 months after the entry into force of this 
Directive, a feasibility study on the 
timetable mentioned in Annex III. 

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.  

In the light of the results of the study 
referred to in paragraph 1, 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. 

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

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

Or. en 

Justification 

L'agenda proposé par la Commission européenne n'est pas réaliste, et ne prend pas en 
considération l'ensemble des aspects ethiques, techniques, économiques et de santé animale 
engendrés par l'annexe III . Aussi, convient-il de repousser les dates proposées et de réaliser 
une étude à court terme après la publication de cette directive afin d'intégrer toutes les 
données nécessaires en vue de l'application de l'annexe III. 

 

Amendment  84 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

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.  

Where possible, the Member States shall 
ensure that non-human primates can only 
be used in procedures when they are the 
offspring of non-human primates which 
have been bred in captivity. In order to, 
when and whether it is feasible to 
establish F2 colonies of purpose-bred 
non-human primates, the Commission 
shall carry out an evaluation for the 
implementation of the requirements every 
5 years, starting with the date of entry into 
force of this Directive. 

Or. en 

Justification 

It is not yet certain that the implementation of the demands in art. 10can be carried out until 
the moment when non-human primates of "self-sustaining colonies" are available in an 
adequate number. The points in time in the related annex cannot be justified as reasonable 
and are clearly arbitrary. 
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Amendment  85 
John Bowis 

Proposal for a directive 
Article 10 – paragraph 1 a (new) 
 

Text proposed by the Commission Amendment 

 1a. The Commission shall carry out an 
animal welfare assessment and a 
feasibility evaluation of implementation of 
requirements set out in paragraph 2 5 
years after the entry into force of this 
Directive.  

Or. en 

 

Amendment  86 
John Bowis 

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. 

2. Competent authorities may grant 
exemptions from paragraph 1 on the basis 
of an animal welfare or scientific 
justification. 

 The Commission shall carry out an 
animal welfare assessment and a 
feasibility evaluation of the 
implementation of the requirements set 
out in paragraph 2 5 years after the entry 
into force of this Directive. 

Or. en 
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Amendment  87 
Dan Jørgensen 

Proposal for a directive 
Article 11 a (new) 
 

Text proposed by the Commission Amendment 

 Article 11a 
 Procedures in higher education and 

training. 
 Procedures involving the use of animals 

shall be prohibited for higher education 
and training, unless animals are ethically 
sourced. 

Or. en 

Justification 

The use of animals specifically bred for use for higher education and training should be 
prohibited. Animals or their tissues and organs should be ethically sourced e.g.: the use of 
cadavers that have died naturally. 

 

Amendment  88 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 13 – paragraph 1 
 

Text proposed by the Commission Amendment 

1. Member States shall ensure that a 
procedure is not carried out if another 
scientifically satisfactory method or testing 
strategy of obtaining the result sought, not 
entailing the use of an animal, is 
recognised by Community legislation. In 
the absence of such a method, a procedure 
may not be carried out if a scientifically 
satisfactory method or testing strategy for 
obtaining the result sought, including 
computer supported, in vitro and other 
methodologies, not entailing the use of an 
animal, is reasonably and practicably 

1. Member States shall ensure that a 
procedure is not carried out if another 
scientifically satisfactory method or testing 
strategy of obtaining the result sought, not 
entailing the use of an animal, is 
recognised by Community legislation and 
internationally accepted. In the absence of 
such a method, a procedure may not be 
carried out if a scientifically satisfactory 
method or testing strategy for obtaining the 
result sought, including computer 
supported, in vitro and other 
methodologies, not entailing the use of an 



 

AM\768133EN.doc 27/64 PE420.111v01-00 

 EN 

available. animal, is reasonably and practically 
available. 

Or. en 

Justification 

Alternative methods to an animal experiment must be internationally accepted or it will have 
the consequence of both the animal and the alternative experiment being conducted with the 
animal experiment being done outside of the EU. 

To have to conduct both animal and non animal studies is counter to animal welfare. 
Especially when the alternative model is an ex-vivo test requiring animal tissues. 

 

Amendment  89 
Jens Holm 

Proposal for a directive 
Article 13 – paragraph 3 
 

Text proposed by the Commission Amendment 

3. Death as the end-point in a procedure 
shall be avoided as far as possible and 
replaced by early and humane end-points. 
If death as the end-point is unavoidable, 
the procedure shall be designed so as to 
result in the deaths of as few animals as 
possible. 

3. Death as the end-point in a procedure 
shall be prohibited. 

Or. en 

Justification 

Procedures which end-point results in death for an animal shouldn’t be allowed since it 
involves enormous suffering. Animal users should take all precautionary approaches to only 
apply humane end-points. This should not restrict research. 
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Amendment  90 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 13 – paragraph 3 
 

Text proposed by the Commission Amendment 

3. Death as the end-point in a procedure 
shall be avoided as far as possible and 
replaced by early and humane end-points. 
If death as the end-point is unavoidable, 
the procedure shall be designed so as to 
result in the deaths of as few animals as 
possible. 

3. Death as the end-point in a procedure 
shall be prohibited. It shall be replaced by 
early and humane end-points.  

Or. en 

Justification 

Procedures, the end-point of which is death, should not be allowed, due to the availability of 
alternatives and the unacceptable suffering caused by procedures which test for death. Early 
and humane end-points should be used instead. 

 

Amendment  91 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 14 – paragraph 3 
 

Text proposed by the Commission Amendment 

3. If the procedure is carried out without 
anaesthesia, analgesics or other appropriate 
methods shall be used to ensure that 
unavoidable pain, suffering and distress are 
kept to a minimum. 

3. If the procedure is carried out without 
anaesthesia, analgesics or other appropriate 
methods shall be used to ensure that 
unavoidable pain, suffering and distress are 
kept to a minimum, so long as the purpose 
is compatible with the procedure. 

Or. en 

Justification 

The use of analgesics should not affect the outcome of the operation. 
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Amendment  92 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

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.  

1. Member States shall ensure that all 
procedures and projects are classified as 
'up to mild', 'moderate', 'severe' or 'non-
recovery' on the basis of:  

 (i) the nature, duration and intensity of 
potential pain, suffering, distress and 
lasting harm,  

 (ii) the frequency of intervention for a 
particular animal,  

 (iii) the deprivation of ethological needs,  

 (iv) the use of anaesthesia or analgesia or 
both,  

 (v) the methods of restraint used,  
 (vi) any deprivation of physiological needs 

(such as food or water),  

 (vii) the method of capture (where 
relevant),  

 (viii) transportation (where relevant),  
 (ix) breeding, and 

 (x) housing. 
 The criteria listed in point (iii), and points 

(v) to (x) in the first subparagraph are 
referred to collectively as an animal’s 
‘whole life experience’. 

Or. en 
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Justification 

The level of suffering needs to be clearly defined to ensure a proper harm/benefit test.  

The entire lifetime experience of an animal should be included in the assessment of harm.  

 

Amendment  93 
Jens Holm 

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.  

1. Member States shall ensure that all 
procedures and projects are classified as 
'up to mild', 'moderate', 'severe' or 'non-
recovery' on the basis of:  

 (i) the nature, duration and intensity of 
potential pain, suffering, distress and 
lasting harm,  

 (ii) the use of anaesthesia or analgesia or 
both,  

 (iii) the frequency of intervention for a 
particular animal,  

 (iv) the methods of restraint used,  
 (v) any deprivation of physiological needs 

such as food or water  
 (vi) the method of capture where relevant,  
 (vii) transportation where relevant,  
 (viii) breeding,  
 (ix) housing and  
 (x) the deprivation of ethological needs.  

 In this Article, the criteria listed in points 
(vi) to (x) are referred to collectively as an 
animal’s ‘whole life experience’. 
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Or. en 

Justification 

The level of suffering needs to be clearly defined as the harm/benefit test required needs to be 
rigorous and realistic. It is also logical that the entire lifetime experience of the animal is 
included in the assessment of harm.  

 

Amendment  94 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

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

Text proposed by the Commission Amendment 

 1a. For the purposes of classification, 
Member States shall presume that 
animals of the relevant species or 
subspecies experience pain, suffering, 
distress and lasting harm in the same 
circumstances, and to the same degree, as 
human beings, unless there is clear 
scientific evidence to the contrary. 

 Member States shall make a classification 
which accords with the highest degree of 
pain, suffering, distress or lasting harm 
which may be experienced by any of the 
animals in the procedure. 

Or. en 

Justification 

The revised Directive should take a precautionary approach to assessing pain and suffering.  
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Amendment  95 
Jens Holm 

Proposal for a directive 
Article 15 – paragraph 2 
 

Text proposed by the Commission Amendment 

2. Member States shall ensure that the 
procedures classified as "severe" are not 
performed if the pain, suffering or distress 
is likely to be prolonged. 

deleted 

Or. en 

Justification 

The concept of prolonged suffering is too vague. Suffering is a product of intensity and 
duration and this needs to be recognised.  

 

Amendment  96 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 15 – paragraph 2 
 

Text proposed by the Commission Amendment 

2. Member States shall ensure that the 
procedures classified as "severe" are not 
performed if the pain, suffering or distress 
is likely to be prolonged. 

2. Member States shall ensure that the 
procedures classified as “severe” are not 
performed if the pain, suffering or distress 
is likely to be prolonged, unless there is 
scientific justification for the performance 
of such studies. 

Or. en 

Justification 

A ban of longer lasting experiments is not acceptable, since chronic models of diseases would 
be excluded with that. In addition, this point disregards the fact that the directive demands an 
appropriate management of the pain and calls for the compliance with the measures, to keep 
the stress for the animals at a level as low as possible. 
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Amendment  97 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter. Daciana Octavia Sârbu 

Proposal for a directive 
Article 15 – paragraph 2 
 

Text proposed by the Commission Amendment 

2. Member States shall ensure that the 
procedures classified as "severe" are not 
performed if the pain, suffering or distress 
is likely to be prolonged. 

2. Member States shall ensure that the 
procedures classified as "severe" are not 
performed if the pain, suffering or distress 
is likely to be more than transient. 

Or. en 

Justification 

The concept of prolonged suffering is too vague. Suffering is a product of intensity and 
duration and this needs to be recognised.  

 

Amendment  98 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 15 – paragraph 3 
 

Text proposed by the Commission Amendment 

3. Procedures performed under general 
anaesthesia, at the end of which and 
without a possibility to recover 
consciousness the animal is killed using 
humane method, shall be classified as 
"non-recovery". 

3. Procedures performed under general 
anaesthesia, at the end of which and 
without a possibility to recover 
consciousness the animal is killed using 
humane method, shall be classified as 
"non-recovery", provided that an animal’s 
whole life experience does not involve 
pain, suffering, distress or lasting harm of 
more than ‘up to mild’. In that event, the 
procedure shall be classified as moderate 
or severe, as appropriate. 

Or. en 

Justification 

The entire lifetime experience of an animal should be taken into consideration in the 
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assessment of the levels of suffering. 

 

Amendment  99 
Jens Holm 

Proposal for a directive 
Article 15 – paragraph 3 
 

Text proposed by the Commission Amendment 

3. Procedures performed under general 
anaesthesia, at the end of which and 
without a possibility to recover 
consciousness the animal is killed using 
humane method, shall be classified as 
"non-recovery". 

3. Procedures performed under general 
anaesthesia, at the end of which and 
without a possibility to recover 
consciousness the animal is killed using 
humane method, shall be classified as 
"non-recovery", provided that an animal’s 
whole life experience does not involve 
pain, suffering, distress or lasting harm of 
more than ‘mild’. In that event, the 
procedure should be classified as 
moderate or severe as appropriate.  

Or. en 

Justification 

The entire lifetime experience of an animal should be taken into consideration in the 
assessment of the levels of suffering.  

 

Amendment  100 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 15 – paragraph 4 – subparagraph 1 
 

Text proposed by the Commission Amendment 

4. The Commission shall establish the 
criteria for classification of procedures.  

4. The Commission shall establish the 
criteria for classification of procedures in 
line with good practice developed in 
Europe. 

Or. en 
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Justification 

The review of the Directive cannot be completed and finalised before severity classification is 
defined and exemplified by relevant guidance. This is because severity classification is used 
as a basis of other provision in this directive with possible consequences on ability to conduct 
research in the EU. The lack of definition of severity bands within the current draft makes it 
impossible to assess the full impact of the Directive. The current text could result in the ban of 
severity class 3 in general. That would mean that substances for certain diseases cannot be 
tested and developed anymore. Example: Rheumatoid Arthritis, transplantation. 

 

Amendment  101 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 15 – paragraph 4 – subparagraph 2 
 

Text proposed by the Commission Amendment 

Those measures, designed to amend non-
essential elements of this Directive by 
supplementing it, shall by [within 18 
months from the entry into force of this 
Directive] be adopted in accordance with 
the regulatory procedure with scrutiny 
referred to in Article 51(3). 

Those measures, designed to amend non-
essential elements of this Directive by 
supplementing it, shall by [within 18 
months from the entry into force of this 
Directive] be adopted in accordance with 
the regulatory procedure with scrutiny 
referred to in Article 51(3) after 
consultation of stakeholders. Until such 
classification is in place, the transitional 
classification set out in Annex VIIa shall 
apply.  

Or. en 

Justification 

Severity definitions should be harmonised in the European Union, and provisional definitions 
are necessary until he final definitions are accepted by the European Commission. 
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Amendment  102 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 16 – paragraph 1 – point a 
 

Text proposed by the Commission Amendment 

(a) the previous procedure was classified as 
'up to mild'; 

(a) the previous procedure was classified as 
'moderate' or less; 

Or. en 

Justification 

Current restriction of reuse to "up-to mild" will result in dramatic increase in numbers of 
animals used for experimental purposes. In pharmacokinetic studies which consist in 
checking the effect of a new compound, the number of dogs would increase 20 times under the 
current proposed wording, since studies with an unknown compound, would be classified as 
“moderate” even if the genuine effect is “up to mild”.  

This increase of animals is ethically questionable and is harmful in terms of animal welfare 
aspects. 

 

Amendment  103 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 16 – paragraph 1 – point b 
 

Text proposed by the Commission Amendment 

(b) it is demonstrated that its general state 
of health and well-being has been fully 
restored; 

(b) it is demonstrated that its general state 
of health and well-being has been restored; 

Or. en 

Justification 

Current restriction of reuse to up-to mild will result in dramatic increase in numbers of 
animals used for experimental purposes. In pharmacokinetic studies which consist on 
checking the effect of a new compound, the number of dogs would increase 20 times under the 
current proposed wording, since studies with an unknown compound, would be classified as 
“moderate” even if the genuine effect is “up to mild”.  
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This increase of animals is ethically questionable and is harmful in terms of animal welfare 
aspects. 

 

Amendment  104 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 16 – paragraph 1 – point c 
 

Text proposed by the Commission Amendment 

(c) the further procedure is classified as 
'up to mild' or 'non-recovery'. 

(c) the further procedures are classified as 
'moderate' or less or 'non-recovery'. 

Or. en 

Justification 

Current restriction of reuse to up-to mild will result in dramatic increase in numbers of 
animals used for experimental purposes. In pharmacokinetic studies which consist on 
checking the effect of a new compound, the number of dogs would increase 20 times under the 
current proposed wording, since studies with an unknown compound, would be classified as 
“moderate” even if the genuine effect is “up to mild”.  

This increase of animals is ethically questionable and is harmful in terms of animal welfare 
aspects. 

 

Amendment  105 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 16 – paragraph 1 – point c a (new) 
 

Text proposed by the Commission Amendment 

 (ca) the repeated re-use of the animal is 
supported by veterinary examination. 

Or. en 

Justification 

Current restriction of reuse to up-to mild will result in dramatic increase in numbers of 
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animals used for experimental purposes. In pharmacokinetic studies which consist on 
checking the effect of a new compound, the number of dogs would increase 20 times under the 
current proposed wording, since studies with an unknown compound, would be classified as 
“moderate” even if the genuine effect is “up to mild”.  

This increase of animals is ethically questionable and is harmful in terms of animal welfare 
aspects. 

 

Amendment  106 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 16 – paragraph 2 
 

Text proposed by the Commission Amendment 

2. By way of derogation from paragraph 
1, the competent authority, on the basis of 
scientific justification, may allow re-use 
of an animal as long as the animal is not 
used more than once after having 
undergone a procedure entailing severe 
pain, distress or equivalent suffering and 
the further procedure is classified as 'up 
to mild' or as 'non-recovery'. 

deleted 

Or. en 

Justification 

There should be no "re-use" of animals that have already undergone a procedure entailing 
severe pain, distress or equivalent suffering. "Re-use" should only be allowed when both the 
first and the following procedures are up to mild. Otherwise the degree of suffering is 
unacceptable.  

 

Amendment  107 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson 

Proposal for a directive 
Article 16 – paragraph 2 
 

Text proposed by the Commission Amendment 

2. By way of derogation from paragraph 1, 2. By way of derogation from paragraph 1, 
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the competent authority, on the basis of 
scientific justification, may allow re-use of 
an animal as long as the animal is not used 
more than once after having undergone a 
procedure entailing severe pain, distress or 
equivalent suffering and the further 
procedure is classified as 'up to mild' or as 
'non-recovery'. 

the competent authority, on the basis of 
scientific justification or reasons of animal 
welfare, may allow re-use of an animal as 
long as the animal is not used more than 
once after having undergone a procedure 
entailing severe pain, distress or equivalent 
suffering and the further or repeated 
procedure is classified as 'up to mild' or as 
'non-recovery'. 

Or. en 

Justification 

Animals already used once in an experiment should only be used in a further experiment, 
when the second intervention is terminal or can be classified as "up to mild" in the future. 
This could on one hand dramatically increase the number of animals used in experiments, 
which is paradox, given the effort to reduce the number of experimental animals. 

 

Amendment  108 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson 

Proposal for a directive 
Article 16 – paragraph 2 a (new) 
 

Text proposed by the Commission Amendment 

 2a. The repeated use of animals, which 
have been implanted with telemetric 
instruments for the transmission of 
measured data or other instruments for 
the repeated sampling or analysis of vital 
functions, is excluded from the 
requirements in Article 16.  

Or. en 

Justification 

The Commission text means that animals already used once in an experiment could only be 
used in a further experiment, when the second intervention is terminal or can be classified as 
"up to mild" in the future. This could on the one hand dramatically increase the number of 
animals used in experiments, which is a paradox, given the effort to reduce the number of 
experimental animals. The repeated use by the AM would be beneficial to animal welfare. 
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Amendment  109 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 18 
 

Text proposed by the Commission Amendment 

Article 18 deleted 

Sharing organs and tissues  

Member States shall establish 
programmes for the sharing of organs 
and tissues of animals killed by a humane 
method. 

 

Or. en 

Justification 

It is very difficult to implement such a demand at a national or at EU level. In particular the 
aspects of quality, the continuous standardisation of a sampling, the storing, respectively the 
conditions of storage and transport have to be implemented and controlle. 

 

Amendment  110 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson 

Proposal for a directive 
Article 19 – point c a (new) 
 

Text proposed by the Commission Amendment 

 (ca) and it does not concern genetically 
modified experimental animals or non-
human primates. 

Or. en 

Justification 

The release of experimental animals in the wild or domestic population as a general request 
is not appropriate. On the one hand, such an approach is contradictory to any kind of sense 
of responsibility to the experimental animal. Furthermore, this request would not be 
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compatible with the guidelines in the German law on animals and nature conservation. 

 

Amendment  111 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson 

Proposal for a directive 
Article 20 – paragraph 3 
 

Text proposed by the Commission Amendment 

3. All authorisations of persons shall be 
granted for a limited period of time, not 
exceeding five years. Member States shall 
ensure that the renewal of an 
authorisation of persons is only granted 
on the basis of demonstration of the 
requisite competence. 

deleted 

Or. en 

Justification 

The accreditation of people who work with experimental animals is limited to 5 years and will 
only be extended after another check of the professional qualifications. This contradicts the 
basic principle of equal treatment regarding different professional categories. The request for 
further and advanced training in art.20 part 2 and 4 covers the assurance of qualification. 

 

Amendment  112 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson 

Proposal for a directive 
Article 24 – point 2 a (new) 
 

Text proposed by the Commission Amendment 

 (2a) technician, who are sufficiently 
qualified for handling the animal species 
covered by this Directive. 

Or. en 
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Justification 

In the catalogue the indispensable person of a qualified technician was missing. 

 

Amendment  113 
John Bowis 

Proposal for a directive 
Article 26 – paragraph 1 – point b a (new) 
 

Text proposed by the Commission Amendment 

 (ba) assess and approve each individual 
project based on the cost to the animal 
and the benefits to research; 

Or. en 

 

Amendment  114 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson 

Proposal for a directive 
Article 27 – paragraph 1 
 

Text proposed by the Commission Amendment 

1. Member States shall ensure that 
breeding and supplying establishments of 
non-human primates have a strategy in 
place for increasing the proportion of 
animals that are the offspring of non-
human primates that have been bred in 
captivity. 

1. The use of F1 captive bred animals (not 
caught wild) is permitted, unless and until 
the use of F2 colonies for experimental 
purposes has been established in 
accordance with the second subparagraph 
of Article 10(1).  

Or. en 

Justification 

Third-world countries hardly will be able to develop these strategies to move to F2 animals 
within a short period of time. The consequences will be counterproductive: Surplus F1 will be 
euthanised, released in the wild, or trapped. 
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Amendment  115 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 29 – paragraph 1 
 

Text proposed by the Commission Amendment 

1. Member States shall ensure that all 
breeding, supplying and user 
establishments keep records of the 
following: 

1. Member States shall ensure that all 
breeding, supplying and user 
establishments keep records of the 
following: 

(a) the number and the species of animals 
bred, acquired, supplied, released or re-
homed; 

(a) the number and the species of animals 
bred, acquired, supplied, used, released or 
re-homed; 

(b) the origin of the animals, including 
whether they are bred for use in 
procedures; 

(b) the origin of the animals, including 
whether they are bred for use in 
procedures; 

(c) the dates on which the animals are 
acquired, supplied, released or re-homed; 

(c) the dates on which the animals are 
acquired, supplied, used, released or re-
homed; 

(d) the name and address of the supplying 
establishment and the date of their arrival; 

(d) the name and address of the supplying 
establishment and the date of the animals’ 
arrival; 

(e) the name and address of the recipient of 
animals; 

(e) the name and work address of the 
recipient of animals; 

(f) the number and species of animals 
which have died or have been killed using 
a humane method in the establishment. 

(f) the number and species of animals 
which have died or have been killed using 
a humane method in the establishment; 

 (fa) for each animal used, the nature, 
severity and purpose of the procedures in 
which they were used. 

Or. en 

Justification 

The omission of the term ‘used’ is believed to be a drafting error that should be corrected. All 
aspects of the animal’s life need to be covered, including the procedure likely to cause the 
most suffering.  

Records of the numbers and species used in procedures are essential if Competent Authorities 
are to collect and collate annual statistics of animal use. 
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Amendment  116 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

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 shall have an 
individual history file, which follows the 
animal throughout its life. The Member 
States must ensure the adequacy and 
consistency of this Directive. 

Or. en 

Justification 

For the promotion of a standardised and adequate rule of files management. 

 

Amendment  117 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 32 – paragraph 1 
 

Text proposed by the Commission Amendment 

1. Member States shall, as far as the care 
and accommodation of animals is 
concerned, ensure the following: 

1. Member States shall, as far as the care 
and accommodation of animals is 
concerned, ensure the following: 

(a) all animals are provided with 
accommodation, an environment, at least 
some freedom of movement, food, water 
and care which are appropriate to their 
health and well-being; 

(a) all animals are provided with 
accommodation, an environment, freedom 
of movement, food, water and care which 
are appropriate to their health and well-
being and which allow them to satisfy 
their ethological as well as physical needs; 

(b) any restrictions on the extent to which 
an animal can satisfy its physiological and 
ethological needs are limited to a 
minimum; 

(b) any restrictions on the extent to which 
an animal can satisfy its physiological and 
ethological needs are limited to a 
minimum; 

(c) the environmental conditions in which 
animals are bred, kept or used are checked 

(c) the environmental conditions in which 
animals are bred, kept or used are checked 
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daily; daily; 

(d) the well-being and state of health of 
animals are observed by a competent 
person to prevent pain or avoidable 
suffering, distress or lasting harm; 

(d) the well-being and state of health of 
animals are observed by a competent 
person at least once a day to prevent pain 
or avoidable suffering, distress or lasting 
harm; 

(e) arrangements are made to ensure that 
any defect or suffering discovered is 
eliminated as quickly as possible. 

(e) arrangements are made to ensure that 
any defect in equipment causing suffering 
is discovered and is eliminated as quickly 
as possible.  

2. For the purposes of points (a) and (b) of 
paragraph 1, Member States shall apply the 
care and accommodation standards set out 
in Annex IV as from the dates provided for 
in that Annex. 

2. For the purposes of points (a) and (b) of 
paragraph 1, Member States shall apply the 
care and accommodation standards set out 
in Annex IV as from 18 months after the 
date referred to in Article 59. 

3. Member States may allow exemptions to 
paragraph 2 for animal welfare reasons. 

3. Member States may apply or adopt 
stricter measures for the protection of 
animals used in experiments. 

Or. en 

Justification 

The new standards should be implemented as soon as possible. The existing standards were 
accepted as being in need of revision 1998; a Council of Europe Working Group then took 8 
years to develop the new standards and to get agreement from all stakeholders including 
industry, breeders, academia and regulators. A further 2 years have now passed. Further 
delay in their implementation would be unacceptable. 

 

Amendment  118 
Jens Holm, Carl Schlyter 

Proposal for a directive 
Article 32 – paragraph 3 
 

Text proposed by the Commission Amendment 

3. Member States may allow exemptions to 
paragraph 2 for animal welfare reasons. 

3. Member States may allow exemptions to 
paragraph 2 for animal welfare reasons. 
This Directive shall not restrict the right 
of the Member States to apply or adopt 
stricter measures as regards care and 
housing of laboratory animals. 
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Or. en 

Justification 

Some Member States have already in place stricter care and housing measures than what is 
stated under Annex IV of this Directive. This amendment aims to ensure their right to 
maintain such measures. 

 

Amendment  119 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 36 – paragraph 2 
 

Text proposed by the Commission Amendment 

2. Member States may waive the 
requirement in paragraph 1(b) and permit 
the user establishment to submit a 
reduced project proposal covering only 
the ethical evaluation and elements listed 
in Article 41(2), provided that the project 
involves only procedures classified as "up 
to mild" and does not use non-human 
primates. 

deleted 

Or. en 

Justification 

In the interests of openness and transparency, stakeholders should be provided with 
information on all authorised projects so that they have a balanced overall view of the nature, 
purpose and justification of the full range of authorised projects. 

 

Amendment  120 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 36 – paragraph 2 a (new) 
 

Text proposed by the Commission Amendment 

 2a. Subject to safeguarding confidential 
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information and anonymity, Member 
States shall publish the information in 
requests for project authorisations 
relating to points 1, 2 and 4-10 in Annex 
VII and allow 30 days for public comment 
before considering whether to grant 
authorisation. 

Or. en 

Justification 

Third parties, independent experts and the public should be in position to comment on the 
information in request for a project authorisation in order to avoid duplication, to argue that 
a non-animal alternative method could be used or that the suffering the animal would 
experience is not justified. In order to do this, they need as full information as possible. A 
similar provision exists in Article 40 Regulation (EC) 1907/2006 concerning the evaluation of 
chemicals (REACH). 

 

Amendment  121 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 37 – paragraph 4 
 

Text proposed by the Commission Amendment 

4. Ethical evaluation shall be performed in 
a transparent manner, by integrating the 
opinion of independent parties. 

4. Ethical evaluation shall be performed in 
a transparent manner. 

Or. en 

Justification 

Confidential information must be protected. This idea is contrary to all functions of the 
market and would lead to a movement of industry to non-European countries. 
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Amendment  122 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 40 – paragraph 1 – introductory paragraph 
 

Text proposed by the Commission Amendment 

1. Subject to safeguarding confidential 
information, the non-technical project 
summary shall provide the following: 

1. Subject to safeguarding confidential 
information, company and personnel 
details the non-technical project summary 
shall provide the following: 

Or. en 

Justification 

It is necessary to secure adequate anonymity and that information is collected at national 
level to avoid projects being tracked back to companies at regional level. 

 

Amendment  123 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson 

Proposal for a directive 
Article 40 – paragraph 1 – point b 
 

Text proposed by the Commission Amendment 

(b) a demonstration of compliance with the 
requirement of replacement, reduction and 
refinement. 

(b) a demonstration that the principles of 
replacement, reduction and refinement 
have been considered. 

Or. en 

Justification 

One cannot demonstrate compliance with 3Rs at a time the project is submitted – the 
principles of 3Rs should be built into experimental design and evidence that it has been 
considered presented. 
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Amendment  124 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 41 – paragraph 3 
 

Text proposed by the Commission Amendment 

3. Project authorisations shall be granted 
for a period not exceeding four years. 

3. Project authorisations shall be granted 
for a period not exceeding five years. 

Or. en 

Justification 

Bureaucracy dismantling. 

 

Amendment  125 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 41 – paragraph 4 
 

Text proposed by the Commission Amendment 

4. Member States may allow the 
authorisation of multiple projects when 
those projects are required by law. 

deleted 

Or. en 

Justification 

In authorisations of multiple projects, an ethical evaluation would not be able to consider the 
key question of the likely utility of individual substances/products. 

It should therefore not be possible to group projects for the purpose of authorisation.  
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Amendment  126 
Jens Holm 

Proposal for a directive 
Article 41 – paragraph 4 
 

Text proposed by the Commission Amendment 

4. Member States may allow the 
authorisation of multiple projects when 
those projects are required by law. 

deleted 

Or. en 

Justification 

Each individual project should be limited to the procedures which have been submitted to an 
ethical evaluation. No exceptions should be granted. In any event it is not clear what is meant 
by ‘required by law’ (here and elsewhere).With authorisation of multiple projects an ethical 
evaluation would not be able to consider the key question of the likely utility of individual 
substances/products’.  

 

Amendment  127 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 41 – paragraph 4 
 

Text proposed by the Commission Amendment 

4. Member States may allow the 
authorisation of multiple projects when 
those projects are required by law. 

4. Member States may allow the 
authorisation of multiple regulatory testing 
projects when those projects are required 
by law. 

Or. en 

Justification 

For regulatory testing generic protocols are used and are usually determined under ICH 
guidelines. These together with regional guidelines determine the studies required and there 
is little scope to modify them. They should only require approval once. 

 



 

AM\768133EN.doc 51/64 PE420.111v01-00 

 EN 

Amendment  128 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Article 42 – paragraph 2 
 

Text proposed by the Commission Amendment 

2. Any amendment or renewal of a project 
authorisation shall be subject to a further 
favourable ethical evaluation. 

2. Renewal of a project authorisation shall 
be subject to a further favourable ethical 
evaluation. 

Or. en 

Justification 

There is the risk that minor amendments that have no welfare impact will become the majority 
of the approvals required. Amendments that do not change the severity classification should 
be handled under a notification, not approval procedure. 

 

Amendment  129 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 43 
 

Text proposed by the Commission Amendment 

1. Member States shall ensure that the 
decision to grant an authorisation is taken 
and communicated to the user 
establishment at the latest within 30 days 
from the submission of the application. 
Should the Member State fail to take a 
decision within that period, the 
authorisation shall be deemed to have 
been granted, where the project 
concerned involves only procedures 
classified as "up to mild" and non-human 
primates are not used. In all other cases, 
no such presumption shall apply. 

1. Member States shall ensure that the 
decision to grant an authorisation is taken 
and communicated to the user 
establishment at the latest within 60 days 
from the submission of the application.  

2. Notwithstanding paragraph 1, in 
exceptional circumstances and where the 
project is non-routine, multi-disciplinary 
and innovative, the decision to grant an 

2. Notwithstanding paragraph 1, in 
exceptional circumstances and where the 
project is non-routine, multi-disciplinary 
and innovative, the decision to grant an 



 

PE420.111v01-00 52/64 AM\768133EN.doc 

EN 

authorisation shall be taken and 
communicated to the user establishment 
within 60 days from the submission of the 
application. 

authorisation shall be taken and 
communicated to the user establishment 
within 90 days from the submission of the 
application. 

Or. en 

Justification 

Tacit consent for decisions on authorisation is not acceptable. All project proposals should 
await the granting of an explicit authorisation. 

It is important that there is enough time for a thorough analysis by all parties. A number of 
member states allocate time for other stakeholders to comment. For it to be possible to take 
such comments into account, the time should be extended to 90 days. 

 

Amendment  130 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

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 
procedures. 

2. Member States shall ensure the sharing 
of data generated by procedures, including 
those which have taken place in the 
European Union prior to the Directive 
coming into force. A person seeking to 
rely on data owned by another shall 
contribute a fair share of their costs. 

Or. en 

Justification 

All reasonable steps to ensure that animal data has not already been generated include 
researching data available before the entry into force of the revised Directive and 
contributing financially to its access. 
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Amendment  131 
Jens Holm 

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 
procedures. 

2. Member States shall ensure the sharing 
of data generated by procedures, including 
those which have taken place in the 
European Union prior to the Directive 
coming into force. A person seeking to 
rely on data owned by another shall where 
appropriate contribute towards its cost. 

Or. en 

Justification 

All reasonable steps to ensure that animal data has not already been generated include 
researching data available before the entry into force of the revised Directive and 
contributing financially to its access.  

 

Amendment  132 
Dan Jørgensen 

Proposal for a directive 
Article 45 a (new) 
 

Text proposed by the Commission Amendment 

 Article 45a 

 European Centre for Alternative Methods 
 1. The Commission shall, by [one year 

after entry into force of this Directive], 
review and strengthen the role of the 
European Centre for the Validation of 
Alternative Methods to facilitate the 
development and use of alternatives to 
animal procedures.  

 The European Centre referred to in 
paragraph 1 shall cooperate and 
coordinate with the National Reference 
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Centres for Alternative Methods described 
in Article 46 in order to  

 (1) develop a strategy to the 
implementation of the 3Rs approach; 

 (2) Identify the needs for research into 
alternatives procedures; 

 (3) Provide advice and guidance and 
information on the 3Rs to competent 
authorities, the scientific community, the 
public and relevant stakeholders. 

 (4) coordinate pre-validation and 
validation studies  

 (5) to facilitate the scientific endorsement 
and regulatory acceptance of alternatives 
to animal tests used for regulatory 
purposes; 

 (6) in consultation with relevant 
regulatory bodies national and 
international identify new alternative 
methods suitable for validation and 
specific requirements for their validation. 

Or. en 

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. 

Recital 45 correctly identifies the need for new methods to be ‘developed and proposed’ for 
validation, and this is repeated in Article 45 of the proposal which refers to the need for 
development as well as validation of alternatives. The proposal for National Reference 
Laboratories to assist ECVAM (Art 46) does not address the need for development, and 
appears to be limited to the validation of alternatives for regulatory toxicology procedures 
only. Such procedures account for only a small proportion of procedures carried out in the 
EU. 

A more wide-ranging and coordinated approach is needed to further the aims of Article 45, 
with an enhanced EU Centre to coordinate research, and the development of alternatives in 
all areas of animal use, as well as to manage validation studies, expanding on the role of the 
existing infrastructure (ECVAM). The EU Centre should also function as a central source of 
advice on the availability and suitability of alternative methods, to support both scientists and 
Competent Authorities in the discharge of their duties under the Directive. 
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The Impact assessment requested by the Commission during the drafting of the Commission 
proposal highlighted several problems remaining even after the establishment of ECVAM 
whereby the current infrastructure is not equipped to cope with this increasing demand and 
there is a lack of suitable methods but also available resources to carry out the required 
validation studies. 

 

Amendment  133 
Jens Holm 

Proposal for a directive 
Article 45 a (new) 
 

Text proposed by the Commission Amendment 

 Article 45a 
 1. The Commission shall, by [one year 

after entry into force of this Directive], 
establish a European Centre of 
Excellence for Alternative Methods to 
facilitate the development and use of 
alternatives to animal procedures.  

 2. The European Centre of Excellence for 
Alternative Methods shall co-ordinate and 
promote the development and use of 
alternatives to animal procedures 
including applied and basic biomedical 
research and veterinary research and 
regulatory testing by performing the 
following functions: 

 (a) coordinate research undertaken to 
facilitate the development of alternatives 
to animal procedures by the National 
Centres for Alternative Methods described 
in Article 46; 

 (b) conduct research to facilitate the 
development of alternatives to animal 
procedures; 

 (c) commission research in fields likely to 
yield information that will facilitate the 
replacement, reduction or refinement of 
animal procedures; 

 (d) in consultation with relevant 
stakeholders, create and implement 
strategies to replace, reduce and refine 
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animal procedures; 
 (e) make available information on 

alternatives to animal procedures through 
regular reporting to the public, to 
stakeholders and to Member State 
authorities; 

 (f) provide databases to facilitate the 
exchange of relevant information 
including information on available 
alternative methods and information 
contributed voluntarily by researchers 
which would otherwise remain 
unpublished, but which could prevent 
duplication of unsuccessful animal 
studies. 

 3. The European Centre of Excellence for 
Alternative Methods shall, by increasing 
the capacity and competencies of the 
existing European Centre for the 
Validation of Alternative Methods 
(ECVAM) work towards the goal of full 
replacement of animal tests used for 
regulatory purposes and shall fulfil the 
following functions:  

 (a) coordinate pre-validation and 
validation studies undertaken by the 
National Centres for Alternative Methods 
in accordance with Article 46 of this 
Directive; 

 (b) conduct validation and pre-validation 
studies where appropriate; 

 (c) in consultation with relevant 
regulatory bodies and stakeholders, create 
and implement strategies to replace, 
reduce and refine animal tests used for 
regulatory purposes; 

 (d) facilitate the scientific endorsement 
and regulatory acceptance of alternatives 
to animal tests used for regulatory 
purposes; 

 (e) inform relevant regulatory authorities 
when pre-validation and validation 
studies begin, and when alternative test 
methods achieve scientific endorsement 
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and regulatory acceptance, and make this 
information available to the public and 
stakeholders through dedicated websites. 

Or. en 

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 both EU and national centres for alternative methods should provide 
coordinated and strategically focused efforts. The scientific needs relating to development of 
alternatives to regulatory tests and those procedures conducted for other purposes differ, so 
functions relating to these separate fields need also to be separated. 

 

Amendment  134 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 45 a (new) 
 

Text proposed by the Commission Amendment 

 Article 45a 
 European Centre of Excellence for 

Alternative Methods 
 1. The Commission shall, by [one year 

after entry into force of this Directive], 
establish a European Centre of 
Excellence for Alternative Methods to 
facilitate the development and use of 
alternatives to animal procedures.  

 2. The European Centre of Excellence for 
Alternative Methods shall co-ordinate and 
promote the development and use of 
alternatives to animal procedures 
including applied and basic biomedical 
research and veterinary research and 
regulatory testing by performing the 
following functions: 

 (a) coordinate research undertaken to 
facilitate the development of alternatives 
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to animal procedures by the National 
Centres for Alternative Methods described 
in Article 46; 

 (b) conduct research to facilitate the 
development of alternatives to animal 
procedures; 

 (c) commission research in fields likely to 
yield information that will facilitate the 
replacement, reduction or refinement of 
animal procedures; 

 (d) in consultation with relevant 
stakeholders, create and implement 
strategies to replace, reduce and refine 
animal procedures; 

 (e) make available information on 
alternatives to animal procedures through 
regular reporting to the public, to 
stakeholders and to Member State 
authorities; 

 (f) provide databases to facilitate the 
exchange of relevant information 
including information on available 
alternative methods and information 
contributed voluntarily by researchers 
which would otherwise remain 
unpublished, but which could prevent 
duplication of unsuccessful animal 
studies. 

 3. The European Centre of Excellence for 
Alternative Methods shall, by increasing 
the capacity and competencies of the 
existing European Centre for the 
Validation of Alternative Methods 
(ECVAM) work towards the goal of full 
replacement of animal tests used for 
regulatory purposes and shall fulfill the 
following functions:  

 (a) coordinate pre-validation and 
validation studies undertaken by the 
National Centres for Alternative Methods 
in accordance with Article 46 of this 
Directive; 

 (b) conduct validation and pre-validation 
studies where appropriate; 
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 (c) in consultation with relevant 
regulatory bodies and stakeholders, create 
and implement strategies to replace, 
reduce and refine animal tests used for 
regulatory purposes; 

 (d) facilitate the scientific endorsement 
and regulatory acceptance of alternatives 
to animal tests used for regulatory 
purposes; 

 (e) inform relevant regulatory authorities 
when pre-validation and validation 
studies begin, and when alternative test 
methods achieve scientific endorsement 
and regulatory acceptance, and make this 
information available to the public and 
stakeholders through dedicated websites. 

Or. en 

Justification 

Various pieces of Community legislation require animal testing. To effectively implement the 
3R principles across the board, both EU and national centres for alternative methods should 
be established to provide coordinated and strategically focused efforts. 

 

Amendment  135 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Article 49 – paragraph 2 
 

Text proposed by the Commission Amendment 

2. Member States shall collect and make 
publicly available, on an annual basis, 
statistical information on the use of 
animals in procedures, including 
information on the actual severity of the 
procedures and on the origin and species of 
non-human primates used in procedures. 

2. Member States shall collect and make 
publicly available, on an annual basis, 
statistical information on the use of 
animals in procedures, including 
information on the actual severity of the 
procedures, the purpose for which animals 
are used and on the origin and species of 
non-human primates used in procedures. 
The Commission shall in accordance with 
the regulatory procedure referred to in 
Article 51(2) by [within 18 months from 
the entry into force of this Directive] set 
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out in detail the type of statistical 
information which is required. In doing 
so it shall be guided by the principle that 
the primary purposes of the statistics 
should be (a) to inform, to the maximum 
extent possible achievable by statistics, the 
public about the use made of animals for 
procedures in Member States (including 
genetically-modified animals), the 
purposes for which they are used, the 
development and use of non-animal 
alternatives and the level of suffering 
animals experience, and (b) to enable the 
public to assess whether appropriate 
ethical evaluations and regulatory 
decisions are being made.  

Member States shall submit that statistical 
information to the Commission by [three 
years from transposition date] and every 
year thereafter. 

 

Or. en 

Justification 

Detailed annual statistics reports are necessary to draw an accurate picture of the reality of 
animal testing in the EU. The public is entitled to know the purpose for which animals are 
used, the level of suffering they experience and the extent of use of alternative methods in 
order to assess if ethical evaluations and regulatory decisions are appropriately made. Some 
guidance needs to be given to the Commission on the face of the Directive. 

 

Amendment  136 
Caroline Jackson, Karsten Friedrich Hoppenstedt 

Proposal for a directive 
Article 52 – paragraph 1 
 

Text proposed by the Commission Amendment 

1. By [seven years after transposition date] 
and every five years thereafter , the 
Commission shall, based on the 
information received from the Member 
States under Article 49(1), submit to the 
European Parliament and the Council a 

1. By [three years after the transposition 
date] and every three years thereafter, the 
Commission shall, based on the 
information received from the Member 
States under Article 49(1), submit to the 
European Parliament and the Council a 
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report on the implementation of this 
Directive.  

report on the implementation of this 
Directive. 

Or. en 

Justification 

More frequent progress reports to the Parliament and Council will allow for better 
implementation of this directive in the Member States. 

 

Amendment  137 
Caroline Jackson, Karsten Friedrich Hoppenstedt 

Proposal for a directive 
Article 52 – paragraph 2 
 

Text proposed by the Commission Amendment 

2. By [seven years after transposition date] 
and every three years thereafter the 
Commission shall, based on the statistical 
information submitted by Member States 
under Article 49(2), submit to the 
European Parliament and the Council a 
summary report on that information. 

2. By [one year after transposition date] 
and annually thereafter the Commission 
shall, based on the statistical information 
submitted by Member States under Article 
49(2), submit to the European Parliament 
and the Council a summary report on that 
information. 

Or. en 

Justification 

More frequent progress reports to the Parliament and Council will allow for better 
implementation of this directive in the Member States. 

 

Amendment  138 
Frédérique Ries 

Proposal for a directive 
Annex III - table 
 
Text proposed by the Commission 
Species Dates  

Marmoset (Callithrix jacchus) [date of application referred to in the second 
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subparagraph of the first paragraph Article on 
transposition] 

Cynomolgus monkey (Macaca fascicularis) [7 years after transposition of Directive] 

Rhesus monkey (Macace mulatta) [7 years after transposition of Directive] 

Other species of non-human primates [10 years after transposition of Directive] 

 
Amendment 
 
Species Dates  

Marmoset (Callithrix jacchus) [date of application referred to in the second 
subparagraph of the first paragraph Article on 
transposition] 

Cynomolgus monkey (Macaca fascicularis)  [date to be determined depending on the 
results of the feasibility study requested in 
Article 10] 

Rhesus monkey (Macace mulatta)  [date to be determined depending on the 
results of the feasibility study requested in 
Article 10]  

Other species of non-human primates  [date to be determined depending on the 
results of the feasibility study requested in 
Article 10] 

 

Or. en 

Justification 

L'agenda proposé par la Commission européenne n'est pas réaliste, et ne prend pas en 
considération l'ensemble des aspects ethiques, techniques, économiques et de santé animale 
engendrés par l'annexe III. Aussi, convient-il de repousser les dates proposées et de réaliser 
une étude à court terme après la publication de cette directive afin d'intégrer toutes les 
données nécessaires en vue de l'application de l'annexe III. 
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Amendment  139 
Karsten Friedrich Hoppenstedt, Thomas Ulmer, Caroline Jackson, Françoise Grossetête 

Proposal for a directive 
Annex V 
 

Text proposed by the Commission Amendment 

 Annex deleted 

Or. en 

Justification 

Annex V could lead to the appliance of out-dated methods for the killing of experimental 
animals in the future. It should be replaced by guidelines which can be easily updated. 

 

Amendment  140 
Caroline Lucas, Hiltrud Breyer, Carl Schlyter, Daciana Octavia Sârbu 

Proposal for a directive 
Annexe VII a (new) 
 

Text proposed by the Commission Amendment 

 Annex VIIa 
 Transitional General Description of 

Degrees of Severity (Article 15 of this 
Directive) 

 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 
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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 
neoplastic disease without premature 
euthanasia. 

Or. en 

Justification 

A transitional classification should be adopted to ensure harmonisation of the classification 
in the transitional period until the Commission establishes a classification system. 

 
 
 
 


