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Introduction 

 

This paper is designed to help those

basic starting points, and to pose

Member States’ domestic Law that

It is separated into three parts: A)

Directive, and C) comments on specific

 

 

A. General points about European Union

 

1. "Directive" 

 

There are three types of primary

"Directive", and "Guideline".  

 

Regulations have "direct effect" in 

Economic Area - from the day that

Regulation is, as it stands, part of the

They used to reflect specific areas 

harmonisation goals.  

 

Directives have "indirect effect". MS

translate it into their own law (by

Directive. The European Commission

(which it largely does by responding

government - or through a case at

wider area than Regulations, and 

issues, perhaps reflecting political disagreement

agreement about, for example, how

issue, and in that case the MS is given

discretion within the strict limits set by

a Directive is binding on the MS and

 

Guidelines are optional, reflecting a

harmonising, binding legislation.  

 

2010/63/EU on the protection of animals used for scientific 

those who are perhaps unfamiliar with European

pose some questions about the implementation

that will help in analysing how effective the 

A) general points about EU Law; B) general

specific Articles. 

Union Law 

primary legislation that the EU institutions can

 Member States' law, and in the law of countries

that they come into effect as described

the law of the MS or EEA jurisdiction without

 with a high level of political and practical

MS and EEA are bound to implement the

(by primary or secondary legislation, etc.)

Commission is charged with ensuring that the Directive

responding to complaints first at a political level

at the European Court of Justice. Directives

 tend to have more areas of discretion 

disagreement in the legislative process, where

how far a measure should go in relation to

given space to accommodate its own view.

by the Directive. The Directive should not

and EEA. 

a political wish in the Union, but insufficient

 purposes - D. Townend 

European Union Law with some 

implementation of the Directive in 

 harmonisation has been. 

general comments on the 

can produce: "Regulation", 

countries in the European 

described in the Regulation, a 

without further implementation. 

practical agreement, and high 

the Directive, but they must 

etc.) to give effect to the 

Directive is implemented 

level - letters to the national 

Directives traditionally cover a 

 for the MS; there will be 

where there is no general 

to particular aspects of the 

view. However, this is only 

not be considered 'optional'; 

insufficient consensus to produce 



Commentary on Directive 2010/63/EU

2. Article 114 

 

Directive 2010/63/EU, as with the vast

law to create a single market. MS 

EU, under the two treaties of the 

Functioning of the European Union"

in a computer system. They give the

can work. Therefore, each 'app', in 

to be based in the ceded authority

legislate is to create measures to 

Europe.  

 

So, we are not primarily concerned

rules concerning animal welfare to

disparities [in MS law since the implementation

to trade in products and substances

We are dealing with legislation that

animal welfare in science such that

operation of the free flow of people,

over the others by applying different

 

Recital 2 indicates a second justificat

of the Treaty on the Functioning of

Union has an emerging underpinning

value-driven agenda - arguably this

it finds its purchase in legislation through

advantage). 

 

3. From the proposal of the European

 

Under the Treaties, particularly as

legislation is now mainly conducted

process. The European Commission

the Union (this can be of its own volition

Council or Council of Ministers). Once

legislation - through a process of, 

process of lobbying and political negotiation

2010/63/EU on the protection of animals used for scientific 

vast majority of EU legislation, concerns harmonisation

 of the European Union surrender parts of

 Union ("the Treaty of European Union"

Union" - "The Treaties"). These are analogous to

the legal 'code' within which 'apps' (legislation

 our case legislation on using animals for 

authority given to the Union by the MS - and

 harmonise domestic legislation to create

concerned with animal welfare here - we are concerned

to create a single market across Europe.

implementation of the 1986 Directive] are liable

substances the development of which involves experiments

that creates an acceptable compromise

that 1) there is one (relatively) harmonised

people, goods and services, and 2) no individual

different (i.e. lower, cheaper) standards.  

justification, although not legal basis upon which

of the European Union on the importance

underpinning formulation of fundamental rights 

this is most clearly defined in its human rights

through Article 114 (and the argument

European Commission and the 'ordinary legislative

as they are strengthened by the Treaty 

conducted through 'Ordinary Legislative Process'

mission is the institution that has the right to propose

volition or at the suggestion of the European

Once presented, both Parliament and Co

 normally, two 'readings' in each place, 

negotiation (that may be more or less to do

 purposes - D. Townend 

harmonisation of domestic 

of their sovereignty to the 

Union" and the "Treaty on the 

to the 'operating software' 

(legislation on specific issues) 

 scientific purposes, needs 

and the major authority to 

create a single market across 

concerned to harmonise the 

Europe. (See Recital 1, "These 

liable to constitute barriers 

experiments on animals.") 

compromise between the MS about 

harmonised approach to ease the 

individual MS is advantaged 

which to legislate: Article 13 

importance of animal welfare. The 

 and freedoms - a more 

rights agenda, but even then 

argument about unfair economic 

legislative process' 

 of Lisbon amendments, 

Process' or the 'co-decision' 

propose (draft) legislation for 

European Parliament or European 

Council have to agree the 

 but essentially through a 

do with the specific issues 

Notiz
(2) Animal welfare is a value of the Union that is enshrinedin Article 13 of the Treaty on the Functioning of theEuropean Union (TFEU).

Notiz
Article 114(ex Article 95 TEC)1. Save where otherwise provided in the Treaties, the following provisions shall apply for the achievement of the objectives set out in Article 26. The European Parliament and the Council shall, acting in accordance with the ordinary legislative procedure and after consulting the Economic and Social Committee, adopt the measures for the approximation of the provisions laid down by law, regulation or administrative action in Member States which have as their object the establishment and functioning of the internal market.2. Paragraph 1 shall not apply to fiscal provisions, to those relating to the free movement of persons nor to those relating to the rights and interests of employed persons.3. The Commission, in its proposals envisaged in paragraph 1 concerning health, safety, environmental protection and consumer protection, will take as a base a high level of protection, taking account in particular of any new development based on scientific facts. Within their respective powers, the European Parliament and the Council will also seek to achieve this objective.4. If, after the adoption of a harmonisation measure by the European Parliament and the Council, by the Council or by the Commission, a Member State deems it necessary to maintain national provisions on grounds of major needs referred to in Article 36, or relating to the protection of the environment or the working environment, it shall notify the Commission of these provisions as well as the grounds for maintaining them.5. Moreover, without prejudice to paragraph 4, if, after the adoption of a harmonisation measure by the European Parliament and the Council, by the Council or by the Commission, a Member State deems it necessary to introduce national provisions based on new scientific evidence relating to the protection of the environment or the working environment on grounds of a problem specific to that Member State arising after the adoption of the harmonisation measure, it shall notify the Commission of the envisaged provisions as well as the grounds for introducing them.6. The Commission shall, within six months of the notifications as referred to in paragraphs 4 and 5, approve or reject the national provisions involved after having verified whether or not they are a means of arbitrary discrimination or a disguised restriction on trade between Member States and whether or not they shall constitute an obstacle to the functioning of the internal market.In the absence of a decision by the Commission within this period the national provisions referred to in paragraphs 4 and 5 shall be deemed to have been approved.When justified by the complexity of the matter and in the absence of danger for human health, the Commission may notify the Member State concerned that the period referred to in this paragraph may be extended for a further period of up to six months.7. When, pursuant to paragraph 6, a Member State is authorised to maintain or introduce national provisions derogating from a harmonisation measure, the Commission shall immediately examine whether to propose an adaptation to that measure.8. When a Member State raises a specific problem on public health in a field which has been the subject of prior harmonisation measures, it shall bring it to the attention of the Commission which shall immediately examine whether to propose appropriate measures to the Council.9. By way of derogation from the procedure laid down in Articles 258 and 259, the Commission and any Member State may bring the matter directly before the Court of Justice of the European Union if it considers that another Member State is making improper use of the powers provided for in this Article.10. The harmonisation measures referred to above shall, in appropriate cases, include a safeguard clause authorising the Member States to take, for one or more of the non-economic reasons referred to in Article 36, provisional measures subject to a Union control procedure.

Notiz
Article 13 Choice of methods1. Without prejudice to national legislation prohibitingcertain types of methods, Member States shall ensure that aprocedure is not carried out if another method or testingstrategy for obtaining the result sought, not entailing the useof a live animal, is recognised under the legislation of theUnion.2. In choosing between procedures, those which to thegreatest extent meet the following requirements shall beselected:(a) use the minimum number of animals;(b) involve animals with the lowest capacity to experience pain,suffering, distress or lasting harm;(c) cause the least pain, suffering, distress or lasting harm;and are most likely to provide satisfactory results.3. Death as the end-point of a procedure shall be avoided asfar as possible and replaced by early and humane end-points.Where death as the end-point is unavoidable, the procedureshall be designed so as to:(a) result in the deaths of as few animals as possible; and(b) reduce the duration and intensity of suffering to the animalto the minimum possible and, as far as possible, ensure apainless death.

Notiz
Article 114(ex Article 95 TEC)1. Save where otherwise provided in the Treaties, the following provisions shall apply for the achievement of the objectives set out in Article 26. The European Parliament and the Council shall, acting in accordance with the ordinary legislative procedure and after consulting the Economic and Social Committee, adopt the measures for the approximation of the provisions laid down by law, regulation or administrative action in Member States which have as their object the establishment and functioning of the internal market.2. Paragraph 1 shall not apply to fiscal provisions, to those relating to the free movement of persons nor to those relating to the rights and interests of employed persons.3. The Commission, in its proposals envisaged in paragraph 1 concerning health, safety, environmental protection and consumer protection, will take as a base a high level of protection, taking account in particular of any new development based on scientific facts. Within their respective powers, the European Parliament and the Council will also seek to achieve this objective.4. If, after the adoption of a harmonisation measure by the European Parliament and the Council, by the Council or by the Commission, a Member State deems it necessary to maintain national provisions on grounds of major needs referred to in Article 36, or relating to the protection of the environment or the working environment, it shall notify the Commission of these provisions as well as the grounds for maintaining them.5. Moreover, without prejudice to paragraph 4, if, after the adoption of a harmonisation measure by the European Parliament and the Council, by the Council or by the Commission, a Member State deems it necessary to introduce national provisions based on new scientific evidence relating to the protection of the environment or the working environment on grounds of a problem specific to that Member State arising after the adoption of the harmonisation measure, it shall notify the Commission of the envisaged provisions as well as the grounds for introducing them.6. The Commission shall, within six months of the notifications as referred to in paragraphs 4 and 5, approve or reject the national provisions involved after having verified whether or not they are a means of arbitrary discrimination or a disguised restriction on trade between Member States and whether or not they shall constitute an obstacle to the functioning of the internal market.In the absence of a decision by the Commission within this period the national provisions referred to in paragraphs 4 and 5 shall be deemed to have been approved.When justified by the complexity of the matter and in the absence of danger for human health, the Commission may notify the Member State concerned that the period referred to in this paragraph may be extended for a further period of up to six months.7. When, pursuant to paragraph 6, a Member State is authorised to maintain or introduce national provisions derogating from a harmonisation measure, the Commission shall immediately examine whether to propose an adaptation to that measure.8. When a Member State raises a specific problem on public health in a field which has been the subject of prior harmonisation measures, it shall bring it to the attention of the Commission which shall immediately examine whether to propose appropriate measures to the Council.9. By way of derogation from the procedure laid down in Articles 258 and 259, the Commission and any Member State may bring the matter directly before the Court of Justice of the European Union if it considers that another Member State is making improper use of the powers provided for in this Article.10. The harmonisation measures referred to above shall, in appropriate cases, include a safeguard clause authorising the Member States to take, for one or more of the non-economic reasons referred to in Article 36, provisional measures subject to a Union control procedure.
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in the proposed legislation). It differs

of Parliament - which was the norm

arguments for democracy through 

money from MS or where the competence

the Union does not have competence.

 

The further part of the process is taking

Social Committee and the Committee

 

4. "Recitals" and "Articles" 

 

Directives and Regulations have a

"whereas" and individually numbered

numbered from 1-n.  

 

Recitals start with the legal authority

Regulation, they then relate to the

They are not specifically tied to the

basis; there could be two or three

and context, broad purpose, definitions

Regulation, major law, other aspects

knock-on effects for other legislation.

 

Whilst Articles are clearly binding, there

Law. They clearly have a different

directly in hue he same way as Articles,

in the process, they cannot be dis

and give insight about the intention

 

 

 

 

 

 

 

 

 

2010/63/EU on the protection of animals used for scientific 

differs from legislation that is created by Council

norm at the beginning of the European project,

 the Parliament, has diminished largely to

competence (the ceded authority) of the Union

competence.  

taking the opinion of two committees - the 

Committee of the Regions.  

a standard form - first a series of propositions

numbered from 1-n, and then a set of rules

authority and something of the legal context

the Articles, giving an indication of the reasoning

the relevant Article - certainly not on a 'Recital

three Recitals per Article - Articles tend to follow

definitions of terms as they are used in the

aspects included in the legislative opportunity,

legislation. 

there is an interesting debate about the

different purpose in the creation of the legislation

Articles, and they do not receive the same level

dismissed as legislative 'junk'. They have an

intention behind Articles.  

 purposes - D. Townend 

Council with only the opinion 

project, but with increased 

to matters that require new 

Union is in question or where 

 European Economic and 

propositions "recitals", starting 

rules "Articles", separately 

context of the Directive or 

reasoning for each Article. 

'Recital 1 relates to Article 1' 

follow a pattern - authority 

the particular Directive or 

opportunity, implementation, and 

the effect of the Recitals in 

legislation and cannot be used 

level of detailed attention 

an interpretative purpose 
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B. General comments on the Directive

 

 

5. Specific justifications for 2010/63/EU

 

Recitals 1 to 5 indicate a general

(86/609/EEC) had not harmonised

indicate that the definition of welfare

of animal welfare has also moved on

 

Recital 7 and Article 2 is particularly

strong animal welfare, others do not

accommodate this balance: finding

between trade and human health 

politics of unfair trade advantages.

welfare, as well as a bottom level.  

 

Recital 12 is also very interesting; it moves

that “animals have an intrinsic value

“ethical concerns” to the conclusion

and their use in procedures should

animal health, or the environment.”

intrinsic value, and if they do then 

whatever the benefits. Also, such

flexibility of the directive in terms of 

 

Recital 13 states that “The methods

provide reliable results”, but doesn

for reliable evidence and other common

such experiments pointless 

(http://www.bmj.com/content/348/bmj.g3387

more emphasis on the importance

about design of facilities etc. 

 

 

 

 

2010/63/EU on the protection of animals used for scientific 

Directive 

2010/63/EU 

general concern that the former EU Directive

harmonised the area sufficiently at the practical level.

welfare has changed in its substance - science

on from the understanding in 1986. 

particularly interesting. It shows the underlying tension.

not share the same understanding or desire.

finding a level of welfare that accommodates

 arguments, and animal welfare arguments,

advantages. So Recital 7 also shows at there is also

 

moves far too fast from simple assertion of

value which must be respected” and the fact

conclusion that “animals should always be treated

should be restricted to areas which may ultimately

environment.” It’s far from obvious that animals (which

 it’s far from clear that they should be used

such unequivocal statements don’t sit very

 different MS views on the topic. 

methods selected should use the minimum number

doesn’t really go far enough in pointing out that

common design flaws in preclinical research

 and future research on humans

http://www.bmj.com/content/348/bmj.g3387) It’s very surprising that the

importance of sound scientific design, given that it 

 purposes - D. Townend 

Directive in this area from 1986 

level. Recitals 6, 8 and 9 

science and the understanding 

tension. Some MS wish to see 

desire. The Directive has to 

accommodates better the spectrum 

arguments, always balancing the 

also a top ceiling on animal 

of a controversial premise 

fact that the public have 

treated as sentient creatures 

ultimately benefit human or 

(which ones? Why?) Have 

used in procedures at all, 

very well with the intended 

number of animals that would 

that using too few animals 

research  render all suffering in 

humans more risky.  

the directive doesn’t place 

 goes into so much depth 

Notiz
(1) On 24 November 1986 the Council adopted Directive 86/609/EEC (3) in order to eliminate disparities between laws, regulations and administrative provisions of theMember States regarding the protection of animals used for experimental and other scientific purposes. Since the adoption of that Directive, further disparities between Member States have emerged. Certain Member States have adopted national implementing measures that ensure a high level of protection of animals used for scientific purposes, while others only apply the minimum requirements laid down in Directive 86/609/EEC. These disparities are liable to constitute barriers to trade in products and substances the development of which involves experiments on animals.Accordingly, this Directive should provide for more detailed rules in order to reduce such disparities by approximating the rules applicable in that area and to ensure a proper functioning of the internal market.(2) Animal welfare is a value of the Union that is enshrined in Article 13 of the Treaty on the Functioning of the European Union (TFEU).(3) On 23 March 1998 the Council adopted Decision 1999/575/EC concerning the conclusion by the Community of the European Convention for the protection of vertebrate animals used for experimental and other scientific purposes (4). By becoming party to that Convention, the Community acknowledged the importance of the protection and welfare of animals used for scientific purposes at international level.(4) The European Parliament in its resolution of 5 December 2002 on Directive 86/609/EEC called for the Commission to come forward with a proposal for a revision of that Directive with more stringent and transparent measures in the area of animal experimentation.(5) On 15 June 2006, the Fourth Multilateral Consultation of Parties to the European Convention for the protection of vertebrate animals used for experimental and other scientific purposes adopted a revised Appendix A to that Convention, which set out guidelines for the accommodation and care of experimental animals. CommissionRecommendation 2007/526/EC of 18 June 2007 on guidelines for the accommodation and care of animalsused for experimental and other scientific purposes (5) incorporated those guidelines.

Notiz
(7) Attitudes towards animals also depend on national perceptions, and there is a demand in certain Member States to maintain more extensive animal-welfare rulesthan those agreed upon at the level of the Union. In the interests of the animals, and provided it does not affect the functioning of the internal market, it is appropriate to allow the Member States certain flexibility to maintain national rules aimed at more extensive protection of animals in so far as they are compatiblewith the TFEU.

Notiz
Article 2 - Stricter national measures1. Member States may, while observing the general rules laid down in the TFEU, maintain provisions in force on 9 November 2010, aimed at ensuring more extensive protection of animals falling within the scope of this Directive than those contained in this Directive.Before 1 January 2013 Member States shall inform the Commission about such national provisions. The Commission shall bring them to the attention of other Member States.2. When acting pursuant to paragraph 1, a Member State shall not prohibit or impede the supply or use of animals bred or kept in another Member State in accordance with this Directive, nor shall it prohibit or impede the placing on the market of products developed with the use of such animals in accordance with this Directive.

Notiz
(6) New scientific knowledge is available in respect of factorsinfluencing animal welfare as well as the capacity of animals to sense and express pain, suffering, distressand lasting harm. It is therefore necessary to improve the welfare of animals used in scientific procedures by raising the minimum standards for their protection in line with the latest scientific developments.

Notiz
(8) In addition to vertebrate animals including cyclostomes, cephalopods should also be included in the scope of this Directive, as there is scientific evidence of their ability to experience pain, suffering, distress and lasting harm.

Notiz
(9) This Directive should also cover foetal forms of mammals, as there is scientific evidence showing that such forms in the last third of the period of their development are at an increased risk of experiencing pain, suffering and distress, which may also affect negatively their subsequent development. Scientific evidence also shows that procedures carried out 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.

Notiz
(7) Attitudes towards animals also depend on national perceptions, and there is a demand in certain Member States to maintain more extensive animal-welfare rules than those agreed upon at the level of the Union. In the interests of the animals, and provided it does not affect the functioning of the internal market, it is appropriate to allow the Member States certain flexibility to maintain national rules aimed at more extensive protection of animals in so far as they are compatiblewith the TFEU.

Notiz
(12) Animals have an intrinsic value which must be respected.There are also the ethical concerns of the general publicas regards the use of animals in procedures. Therefore,animals should always be treated as sentient creaturesand their use in procedures should be restricted toareas which may ultimately benefit human or animalhealth, or the environment. The use of animals forscientific or educational purposes should therefore onlybe considered where a non-animal alternative isunavailable. Use of animals for scientific procedures inother areas under the competence of the Union shouldbe prohibited.

Notiz
(13) The choice of methods and the species to be used have a direct impact on both the numbers of animals used and their welfare. The choice of methods should therefore ensure the selection of the method that is able to provide the most satisfactory results and is likely to cause the minimum pain, suffering or distress. The methods selected should use the minimum number of animals that would provide reliable results and require the use of species with the lowest capacity to experience pain, suffering, distress or lasting harm that are optimal for extrapolation into target species.
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6. A shared purpose? 

 

Recital 10 indicates: "this Directive 

full replacement of procedures on 

scientifically possible to do so.

xenotransplantation/medical use?)

 

Is this the shared goal?  

• Is it believed that this is possible?

• Is it believed that this is desirable?

o Is there agreement

value which must

prevalent? Does

• Is this just fantasy/ a realistic compromise?

 

 

7. Scientific interpretation of welfare

 

Whereas there is a strong welfare 

scientific research and education, 

and by the regulators at the Member

 

There are three standards that interact:

1. a level of pain not greater than 'the

practice; 

2. The 3Rs (as a gold standard) "internationally

refinement" (Recital 11); 

3. But within these standards an acceptance

scientifically necessary (i.e. where

numbers involved produce scientifically

conditions). (It is worth noting here

and that anything other than stopping

 

Whereas these seem to appeal to

suffering, these are not defined, of

are: 

 

2010/63/EU on the protection of animals used for scientific 

 represents an important step towards achieving

live animals for scientific and educational

so. (There is a question here: does

use?) 

possible? 

desirable?  

agreement around the statement in Recital 12: 

must be respected." Or is the public's ethical

Does this make a difference? 

compromise? 

welfare and suffering - developing a harmonised

 line justifying the intervention of the EU

 it is a line that requires interpretation, by

Member State level. 

interact: 

'the introduction of a needle in accordance

"internationally established principles of replacement,

acceptance of a compromise of welfare

where there is no accepted alternative method

scientifically valid results, and the animals

here that some would say that the 3Rs are

stopping using animals completely is unethical.)

to a scientific community (objective) understanding

of course, in the Directive. The questions to

 purposes - D. Townend 

achieving the final goal of 

educational purposes as soon as it is 

does scientific also covers 

 "Animals have an intrinsic 

ethical perspective the more 

harmonised minimum standard" 

EU in the use of animals in 

by the individual scientists 

accordance with good veterinary 

replacement, reduction and 

welfare (i.e. suffering) that is 

method available, where the 

animals are kept in suitable 

are entirely a compromise 

unethical.) 

understanding of pain and 

to be addressed from this 

Notiz
(10) While it is desirable to replace the use of live animals in procedures by other methods not entailing the use of live animals, the use of live animals continues to be necessary to protect human and animal health and the environment. However, this Directive represents an important step towards achieving the final goal of full replacement of procedures on live animals for scientific and educational purposes as soon as it is scientifically possible to do so. To that end, it seeks to facilitate andpromote the advancement of alternative approaches. It also seeks to ensure a high level of protection for animals that still need to be used in procedures. This Directive should be reviewed regularly in light of evolving science and animal-protection measures.

Notiz
(12) Animals have an intrinsic value which must be respected. There are also the ethical concerns of the general public as regards the use of animals in procedures. Therefore, animals should always be treated as sentient creatures and their use in procedures should be restricted to areas which may ultimately benefit human or animal health, or the environment. The use of animals for scientific or educational purposes should therefore only be considered where a non-animal alternative isunavailable. Use of animals for scientific procedures in other areas under the competence of the Union should be prohibited.

Notiz
(11) The care and use of live animals for scientific purposes is governed by internationally established principles of replacement, reduction and refinement. To ensure that the way in which animals are bred, cared for and used in procedures within the Union is in line with that of the other international and national standards applicable outside the Union, the principles of replacement, reduction and refinement should be considered systematically when implementing this Directive. When choosing methods, the principles of replacement, reduction and refinement should be implemented through a strict hierarchy of the requirement to use alternative methods. Where no alternative method is recognised by the legislation of the Union, the numbers of animals used may be reduced by resorting to other methods and by implementing testing strategies, such as the use of in vitro and other methods that would reduce and refine the use of animals.
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1. How far are there regional differences

seemingly objective standards? (See

2. What are the standards that local

3. How far is there a scientific consensus

harmonisation of practice through

a. How far are the "internationally

manage a spectrum of acceptable

b. Does such a standard emerge

c. Where else might such a standard

Art. 114)? 

 

 

8. Responding to changing understanding

 

The EC is charged with reviewing periodically

animal suffering and welfare and 

reviews.  

 

1. How far is there a strong enough

reviews?  

2. Is there a sufficiently well established

3. How should the EC respond to differences

a) What mechanisms can be 

scientific difference and to

b) How far should the EC drive

market)? 

 

 

9. Purposes 

 

Are these acceptable generally? 

 

How far are the definitions interpreted

 

Is there general agreement that the

1. appropriately identified and included?

2010/63/EU on the protection of animals used for scientific 

ifferences - different sensitivities - in the

(See also the "classification of severity" of 

local IRBs and regulators apply? 

consensus to which the EC could appeal

through the implementation of the Directive? 

"internationally established principles" more than a framework

cceptable standards of welfare and suffering? 

emerge through peer-review processes for funding

standard emerge, or could the EU be a forum for

understanding 

periodically the state of the art in relation

 to develop the standards in the Directive

enough mechanism within the scientific community

established debate to respond to paradigmatic turbulence

differences in scientific opinion? 

 used for the review process to achieve an

to achieve consensus? 

drive forward consensus (especially in 

interpreted differently in MSs?  

the specially protected species are 

included? 

 purposes - D. Townend 

the interpretation of these 

 suffering in Article 15.) 

appeal in seeking to ensure 

framework within which to 

funding and publication? 

for such a debate (within 

relation to the understanding of 

Directive in response to these 

community to feed those 

turbulence and shifting? 

an adequate reflection of 

 the name of the single 

Notiz
Article 15 - Classification of severity of procedures1. Member States shall ensure that all procedures are classifiedas ‘non-recovery’, ‘mild’, ‘moderate’, or ‘severe’ on a caseby-casebasis using the assignment criteria set out in Annex VIII.2. Subject to the use of the safeguard clause in Article 55(3),Member States shall ensure that a procedure is not performed ifit involves severe pain, suffering or distress that is likely to belong-lasting and cannot be ameliorated.

Notiz
Article 114(ex Article 95 TEC)1. Save where otherwise provided in the Treaties, the following provisions shall apply for the achievement of the objectives set out in Article 26. The European Parliament and the Council shall, acting in accordance with the ordinary legislative procedure and after consulting the Economic and Social Committee, adopt the measures for the approximation of the provisions laid down by law, regulation or administrative action in Member States which have as their object the establishment and functioning of the internal market.2. Paragraph 1 shall not apply to fiscal provisions, to those relating to the free movement of persons nor to those relating to the rights and interests of employed persons.3. The Commission, in its proposals envisaged in paragraph 1 concerning health, safety, environmental protection and consumer protection, will take as a base a high level of protection, taking account in particular of any new development based on scientific facts. Within their respective powers, the European Parliament and the Council will also seek to achieve this objective.4. If, after the adoption of a harmonisation measure by the European Parliament and the Council, by the Council or by the Commission, a Member State deems it necessary to maintain national provisions on grounds of major needs referred to in Article 36, or relating to the protection of the environment or the working environment, it shall notify the Commission of these provisions as well as the grounds for maintaining them.5. Moreover, without prejudice to paragraph 4, if, after the adoption of a harmonisation measure by the European Parliament and the Council, by the Council or by the Commission, a Member State deems it necessary to introduce national provisions based on new scientific evidence relating to the protection of the environment or the working environment on grounds of a problem specific to that Member State arising after the adoption of the harmonisation measure, it shall notify the Commission of the envisaged provisions as well as the grounds for introducing them.6. The Commission shall, within six months of the notifications as referred to in paragraphs 4 and 5, approve or reject the national provisions involved after having verified whether or not they are a means of arbitrary discrimination or a disguised restriction on trade between Member States and whether or not they shall constitute an obstacle to the functioning of the internal market.In the absence of a decision by the Commission within this period the national provisions referred to in paragraphs 4 and 5 shall be deemed to have been approved.When justified by the complexity of the matter and in the absence of danger for human health, the Commission may notify the Member State concerned that the period referred to in this paragraph may be extended for a further period of up to six months.7. When, pursuant to paragraph 6, a Member State is authorised to maintain or introduce national provisions derogating from a harmonisation measure, the Commission shall immediately examine whether to propose an adaptation to that measure.8. When a Member State raises a specific problem on public health in a field which has been the subject of prior harmonisation measures, it shall bring it to the attention of the Commission which shall immediately examine whether to propose appropriate measures to the Council.9. By way of derogation from the procedure laid down in Articles 258 and 259, the Commission and any Member State may bring the matter directly before the Court of Justice of the European Union if it considers that another Member State is making improper use of the powers provided for in this Article.10. The harmonisation measures referred to above shall, in appropriate cases, include a safeguard clause authorising the Member States to take, for one or more of the non-economic reasons referred to in Article 36, provisional measures subject to a Union control procedure.
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A motivation for the Directive is an

animal suffering and of the proper

produce one translatable position 

balanced with potential benefits to
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from the starting point of the European

the Directive that are open to different

Member States can find different interpretations
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The real harmonising effect of the 

scientific definition and interpretational

divergence are indicated; the second

that are created by the Member States’

 

This identification is undertaken Article

 

Article 1. This outlines the general 

Article 3. Note, terms used in the

difference disciplines. Where a term

2010/63/EU on the protection of animals used for scientific 

the MS - is this a situation where the word

harmonisation of a desire to severely restrict

this? 

Articles. 

 - distinguishing scientific and legal questions

an acknowledgement that science has 

proper use of animals in scientific research.

 on the use of animals, or the acceptable

to humans or animals. Therefore throughout

might call ‘scientific definition’ (indicated in red

discretions in the Directive that, perhaps, 

States. A Directive is the product of negotiations

 the European Council and European Parliament

European Commission also), and compromise

different interpretations. Whilst achieving

interpretations from these open textured

These we might call ‘interpretational latitude’

 Directive depends, then, on the breadth

interpretational leeway. In this document, these

second stage of this workpackage is to identify

tates’ implementations of the Directive into

Article-by-Article, with common threads being

 purpose and scope of the Directive. Terms

the Directive may have other meanings

term is defined in Article 3 (or elsewhere in
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words to accommodate 

restrict the use of particular 

questions 

 a new understanding of 

research. However, this does not 

acceptable level of suffering to be 

throughout the Directive, there is a 

red). 

 reflects other points of 

negotiations between Member 

Parliament (and arguably 

compromise is found in words within 

achieving a broadly similar end, 

textured terms to accommodate 

latitude’ (indicated in blue). 

adth and difference of the 

these points for potential 

identify the actual differences 

into their domestic Law. 

being identified. 

Terms here are defined in 

meanings or uses elsewhere - in 

in the Directive) then only 

Notiz
Article 1 - Subject matter and scope1. This Directive establishes measures for the protection of animals used for scientific or educational purposes.To that end, it lays down rules on the following:(a) the replacement and reduction of the use of animals in procedures and the refinement of the breeding,  accommodation, care and use of animals in procedures;(b) the origin, breeding, marking, care and accommodation and killing of animals;(c) the operations of breeders, suppliers and users;(d) the evaluation and authorisation of projects involving the use of animals in procedures.2. This Directive shall apply where animals are used or intended to be used in procedures, or bred specifically so that their organs or tissues may be used for scientific purposes.This Directive shall apply until the animals referred to in the first subparagraph have been killed, rehomed or returned to a suitable habitat or husbandry system.L 276/38 Official Journal of the European Union 20.10.2010 EN(1) OJ L 184, 17.7.1999, p. 23.(2) OJ L 300, 14.11.2009, p. 1.The elimination of pain, suffering, distress or lasting harm by the successful use of anaesthesia, analgesia or other methods shall not exclude the use of an animal in procedures from the scope of this Directive.3. This Directive shall apply to the following animals:(a) live non-human vertebrate animals, including:(i) independently feeding larval forms; and(ii) foetal forms of mammals as from the last third of theirnormal development;(b) live cephalopods.4. This Directive shall apply to animals used in procedures,which are at an earlier stage of development than that referredto in point (a) of paragraph 3, if the animal is to be allowed tolive beyond that stage of development and, as a result of theprocedures performed, is likely to experience pain, suffering,distress or lasting harm after it has reached that stage of development.5. This Directive shall not apply to the following:(a) non-experimental agricultural practices;(b) non-experimental clinical veterinary practices;(c) veterinary clinical trials required for the marketing authorisationof a veterinary medicinal product;(d) practices undertaken for the purposes of recognised animalhusbandry;(e) practices undertaken for the primary purpose of identificationof an animal;(f) practices not likely to cause pain, suffering, distress orlasting harm equivalent to, or higher than, that caused bythe introduction of a needle in accordance with goodveterinary practice.6. This Directive shall apply without prejudice to CouncilDirective 76/768/EEC of 27 July 1976 on the approximationof the laws of the Member States relating to cosmeticproducts (1).

Notiz
Article 3 - DefinitionsFor the purposes of this Directive the following definitions shallapply:1. ‘procedure’ means any use, invasive or non-invasive, of ananimal for experimental or other scientific purposes, with known or unknown outcome, or educational purposes, which may cause the animal a level of pain, suffering,distress or lasting harm equivalent to, or higher than, that caused by the introduction of a needle in accordance with good veterinary practice. This includes any course of action intended, or liable, toresult in the birth or hatching of an animal or the creation and maintenance of a genetically modified animal line in any such condition, but excludes the killing ofanimals solely for the use of their organs or tissues;2. ‘project’ means a programme of work having a defined scientific objective and involving one or more procedures;3. ‘establishment’ means any installation, building, group of buildings or other premises and may include a place that is not wholly enclosed or covered and mobile facilities;4. ‘breeder’ means any natural or legal person breeding animals referred to in Annex I with a view to their use in procedures or for the use of their tissue or organs for scientificpurposes, or breeding other animals primarily for those purposes, whether for profit or not;5. ‘supplier’ means any natural or legal person, other than a breeder, supplying animals with a view to their use in procedures or for the use of their tissue or organs for scientific purposes, whether for profit or not;6. ‘user’ means any natural or legal person using animals in procedures, whether for profit or not;7. ‘competent authority’ means an authority or authorities or bodies designated by a Member State to carry out the obligations arising from this Directive.

Notiz
Article 3 - DefinitionsFor the purposes of this Directive the following definitions shall apply:1. ‘procedure’ means any use, invasive or non-invasive, of an animal for experimental or other scientific purposes, with known or unknown outcome, or educational purposes, which may cause the animal a level of pain, suffering, distress or lasting harm equivalent to, or higher than, that caused by the introduction of a needle in accordance with good veterinary practice. This includes any course of action intended, or liable, to result in the birth or hatching of an animal or the creation and maintenance of a genetically modified animal line in any such condition, but excludes the killing of animals solely for the use of their organs or tissues;2. ‘project’ means a programme of work having a defined scientific objective and involving one or more procedures;3. ‘establishment’ means any installation, building, group of buildings or other premises and may include a place that is not wholly enclosed or covered and mobile facilities;4. ‘breeder’ means any natural or legal person breeding animals referred to in Annex I with a view to their use in procedures or for the use of their tissue or organs for scientificpurposes, or breeding other animals primarily for those purposes, whether for profit or not;5. ‘supplier’ means any natural or legal person, other than a breeder, supplying animals with a view to their use in procedures or for the use of their tissue or organs for scientific purposes, whether for profit or not;6. ‘user’ means any natural or legal person using animals in procedures, whether for profit or not;7. ‘competent authority’ means an authority or authorities or bodies designated by a Member State to carry out the obligations arising from this Directive.
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that definition for the term applies

obvious, but in practice it causes a 

 

How far are the definitions of animals

 

 

Article 2. MS may operate with stricter

of such provisions (and EC will provide

 

 

Article 3. Definitions.  

 

How far are the definitions clear and

Directive sufficiently? 

 

 

Article 4. The centrality of the 3Rs in 

 

This seems a fairly standard expression

scientifically robust results.  

 

Scientific definition: How far are these

proper interpretation of each of the

with ‘good science’. How far are these

far does the local sensitivity towards

area - producing a more subjective

defined in a more trans-cultural, international

 

How far are differences visible in the

 

 

Article 5. Purposes of procedures 

 

 

Article 6. Methods of killing (early in 

 

2010/63/EU on the protection of animals used for scientific 

applies in its use in relation to the Directive. 

 lot of misunderstanding.) 

animals clear and uncontested? 

stricter provisions than required under the Directive

provide this information to other MSs). 

and uncontested, and do they cover the

 the Directive.  

expression of the 3Rs. Reduce, Refine, Replace,

these concepts objective? There is clearly

the terms, and whether they are desirable 

these positions also dependent on local,

towards animal welfare colour the interpretation

subjective interpretation of the scientific concept,

international debate?  

the interpretation of the 3Rs in local ethics committee

 the Directive to raise this?) 
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 (I know that this sounds 

Directive. MS must notify EC 

the terms of art used in the 

Replace, all in balance with 

clearly a discussion about the 

 or achievable in balance 

local, cultural questions? How 

interpretation of the science in each 

concept, or are these terms 

committee decisions? 

Notiz
Article 3 - DefinitionsFor the purposes of this Directive the following definitions shallapply:1. ‘procedure’ means any use, invasive or non-invasive, of ananimal for experimental or other scientific purposes, withknown or unknown outcome, or educational purposes,which may cause the animal a level of pain, suffering,distress or lasting harm equivalent to, or higher than, thatcaused by the introduction of a needle in accordance withgood veterinary practice.This includes any course of action intended, or liable, toresult in the birth or hatching of an animal or thecreation and maintenance of a genetically modified animalline in any such condition, but excludes the killing ofanimals solely for the use of their organs or tissues;2. ‘project’ means a programme of work having a definedscientific objective and involving one or more procedures;3. ‘establishment’ means any installation, building, group ofbuildings or other premises and may include a place thatis not wholly enclosed or covered and mobile facilities;4. ‘breeder’ means any natural or legal person breeding animalsreferred to in Annex I with a view to their use in proceduresor for the use of their tissue or organs for scientificpurposes, or breeding other animals primarily for thosepurposes, whether for profit or not;5. ‘supplier’ means any natural or legal person, other than abreeder, supplying animals with a view to their use inprocedures or for the use of their tissue or organs forscientific purposes, whether for profit or not;6. ‘user’ means any natural or legal person using animals inprocedures, whether for profit or not;7. ‘competent authority’ means an authority or authorities orbodies designated by a Member State to carry out the obligationsarising from this Directive.

Notiz
Article 2 - Stricter national measures1. Member States may, while observing the general rules laiddown in the TFEU, maintain provisions in force on 9 November2010, aimed at ensuring more extensive protection of animalsfalling within the scope of this Directive than those contained inthis Directive.Before 1 January 2013 Member States shall inform theCommission about such national provisions. The Commissionshall bring them to the attention of other Member States.2. When acting pursuant to paragraph 1, a Member Stateshall not prohibit or impede the supply or use of animalsbred or kept in another Member State in accordance with thisDirective, nor shall it prohibit or impede the placing on themarket of products developed with the use of such animals inaccordance with this Directive.

Notiz
Article 4 - Principle of replacement, reduction and refinement1. Member States shall ensure that, wherever possible, ascientifically satisfactory method or testing strategy, notentailing the use of live animals, shall be used instead of aprocedure.2. Member States shall ensure that the number of animalsused in projects is reduced to a minimum without compromisingthe objectives of the project.3. Member States shall ensure refinement of breeding,accommodation and care, and of methods used in procedures,eliminating or reducing to the minimum any possible pain,suffering, distress or lasting harm to the animals.4. This Article shall, in the choice of methods, be implementedin accordance with Article 13.

Notiz
Article 5 - Purposes of proceduresProcedures may be carried out for the following purposes only:(a) basic research;(b) translational or applied research with any of the followingaims:(i) the avoidance, prevention, diagnosis or treatment ofdisease, ill-health or other abnormality or their effectsin human beings, animals or plants;(ii) the assessment, detection, regulation or modification ofphysiological conditions in human beings, animals orplants; or(iii) the welfare of animals and the improvement of theproduction conditions for animals reared for agriculturalpurposes;(c) for any of the aims in point (b) in the development, manufactureor testing of the quality, effectiveness and safety ofdrugs, foodstuffs and feed-stuffs and other substances orproducts;(d) protection of the natural environment in the interests of thehealth or welfare of human beings or animals;(e) research aimed at preservation of the species;(f) higher education, or training for the acquisition, maintenanceor improvement of vocational skills;(g) forensic inquiries.

Notiz
Article 6 - Methods of killing1. Member States shall ensure that animals are killed with minimum pain, suffering and distress.2. Member States shall ensure that animals are killed in the establishment of a breeder, supplier or user, by a competent person. However, in the case of a field study an animal may be killed by a competent person outside of an establishment.3. In relation to the animals covered by Annex IV, the appropriate method of killing as set out in that Annex shallbe used.4. Competent authorities may grant exemptions from the requirement in paragraph 3:(a) to allow the use of another method provided that, on thebasis of scientific evidence, the method is considered to beat least as humane; or(b) when, on the basis of scientific justification, the purpose ofthe procedure cannot be achieved by the use of a method ofkilling set out in Annex IV.5. Paragraphs 2 and 3 shall not apply where an animal hasto be killed in emergency circumstances for animal-welfare,public-health, public-security, animal-health or environmentalreasons.
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of species other than non-

conditions are appropriate? 

Notiz
5. Paragraphs 2 and 3 shall not apply where an animal hasto be killed in emergency circumstances for animal-welfare,public-health, public-security, animal-health or environmentalreasons.

Notiz
Article 7 - Endangered species1. Specimens of those endangered species listed in Annex Ato Council Regulation (EC) No 338/97 of 9 December 1996 onthe protection of species of wild fauna and flora by regulatingtrade therein (1), which do not fall within the scope ofArticle 7(1) of that Regulation, shall not be used in procedures,with the exception of those procedures meeting the followingconditions:(a) the procedure has one of the purposes referred to in points(b)(i), (c) or (e) of Article 5 of this Directive; and(b) there is scientific justification to the effect that the purposeof the procedure cannot be achieved by the use of speciesother than those listed in that Annex.2. Paragraph 1 shall not apply to any species of non-humanprimates.

Notiz
Article 7 - Endangered species1. Specimens of those endangered species listed in Annex Ato Council Regulation (EC) No 338/97 of 9 December 1996 onthe protection of species of wild fauna and flora by regulatingtrade therein (1), which do not fall within the scope ofArticle 7(1) of that Regulation, shall not be used in procedures,with the exception of those procedures meeting the followingconditions:(a) the procedure has one of the purposes referred to in points(b)(i), (c) or (e) of Article 5 of this Directive; and(b) there is scientific justification to the effect that the purposeof the procedure cannot be achieved by the use of speciesother than those listed in that Annex.2. Paragraph 1 shall not apply to any species of non-humanprimates.

Notiz
Article 8 - Non-human primates1. Subject to paragraph 2, specimens of non-human primatesshall not be used in procedures, with the exception of thoseprocedures meeting the following conditions:(a) the procedure has one of the purposes referred to in(i) points (b)(i) or (c) of Article 5 of this Directive and isundertaken with a view to the avoidance, prevention,diagnosis or treatment of debilitating or potentiallylife-threatening clinical conditions in human beings; or(ii) points (a) or (e) of Article 5;and(b) there is scientific justification to the effect that the purposeof the procedure cannot be achieved by the use of speciesother than non-human primates.A debilitating clinical condition for the purposes of thisDirective means a reduction in a person’s normal physical orpsychological ability to function.2. Specimens of non-human primates listed in Annex A toRegulation (EC) No 338/97, which do not fall within the scopeof Article 7(1) of that Regulation, shall not be used inprocedures, with the exception of those procedures meetingthe following conditions:(a) the procedure has one of the purposes referred to in:(i) points (b)(i) or (c) of Article 5 of this Directive and isundertaken with a view to the avoidance, prevention,diagnosis or treatment of debilitating or potentiallylife-threatening clinical conditions in human beings; or(ii) Article 5(e);and(b) there is scientific justification to the effect that the purposeof the procedure cannot be achieved by the use of speciesother than non-human primates and by the use of speciesnot listed in that Annex.3. Notwithstanding paragraphs 1 and 2, great apes shall notbe used in procedures, subject to the use of the safeguard clausein Article 55(2).
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what terms)? 
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2010/63/EU on the protection of animals used for scientific 
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for the purposes of this Directive means a

ability to function.” Again, this is a joint scientific
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animals and plants.” 

to possible lifting where ‘scientifically justifiable’
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possible in practice as they 

a reduction in a person’s 

scientific and administrative 

 

action is essential for the 

 of a life- threatening or 

measure allowing the use 

points (b)(i), (c) or (e) of Article 

 use of species other than 

 Article 5(b)(i) shall not be 

justifiable’ where only wild 

purpose bred animals).  

purposes and procedures? 

ethically acceptable (and on 

Notiz
3. Notwithstanding paragraphs 1 and 2, great apes shall notbe used in procedures, subject to the use of the safeguard clausein Article 55(2).

Notiz
Article 9 - Animals taken from the wild1. Animals taken from the wild shall not be used inprocedures.2. Competent authorities may grant exemptions fromparagraph 1 on the basis of scientific justification to the effectthat the purpose of the procedure cannot be achieved by theuse of an animal which has been bred for use in procedures.3. The capture of animals in the wild shall be carried outonly by competent persons using methods which do not causethe animals avoidable pain, suffering, distress or lasting harm.Any animal found, at or after capture, to be injured or in poorhealth shall be examined by a veterinarian or anothercompetent person and action shall be taken to minimise thesuffering of the animal. Competent authorities may grantexemptions from the requirement of taking action tominimise the suffering of the animal if there is scientific justification.

Notiz
1. Animals taken from the wild shall not be used inprocedures.

Notiz
Article 10 - Animals bred for use in procedures1. Member States shall ensure that animals belonging to the species listed in Annex I may only be used in procedures where those animals have been bred for use in procedures. However, from the dates set out in Annex II, Member Statesshall ensure that non-human primates listed therein may be used in procedures only where they are the offspring of nonhuman primates which have been bred in captivity or where they are sourced from self-sustaining colonies.For the purposes of this Article a ‘self-sustaining colony’ means a colony in which animals are bred only within the colony or sourced from other colonies but not taken from the wild, and where the animals are kept in a way that ensures that they are accustomed to humans.The Commission shall, in consultation with the Member States and stakeholders, conduct a feasibility study, which shall include an animal health and welfare assessment, of the requirement laid down in the second subparagraph. The study shall be published no later than 10 November 2017. It shall be accompanied, where appropriate, by proposals for amendments to Annex II.2. The Commission shall keep under review the use of sourcing non-human primates from self-sustaining colonies and, in consultation with the Member States and stakeholders, conduct a study to analyse the feasibility of sourcing animals only from self-sustaining colonies.The study shall be published no later than 10 November 2022.3. Competent authorities may grant exemptions from paragraph 1 on the basis of scientific justification.

Notiz
ANNEX II - LIST OF NON-HUMAN PRIMATES AND DATES REFERRED TO IN THE SECOND SUBPARAGRAPH OFARTICLE 10(1)Species  - DatesMarmoset (Callithrix jacchus) - 1 January 2013Cynomolgus monkey (Macaca fascicularis)  - 5 years after the publication of the feasibility study referred to in Article 10(1), fourth subparagraph, provided thestudy does not recommend an extended periodRhesus monkey (Macaca mulatta) - 5 years after the publication of the feasibility study referred to in Article 10(1), fourth subparagraph, provided the study does not recommend an extended periodOther species of non-human primates - 5 years after the publication of the feasibility study referred to in Article 10(1), fourth subparagraph, provided thestudy does not recommend an extended period
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(a) result in the deaths of as few animals

(b) reduce the duration and intensity
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2010/63/EU on the protection of animals used for scientific 
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exemptions - how broadly do they interpret
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“to the greatest extent” achieve the 3Rs.

review process? 

a procedure shall be avoided as far as possible
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animals as possible; and 

intensity of suffering to the animal to the minimum

death. 

interpretation)? 
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operates here - when is it 

acceptable and consistent? 

establishment? 

interpret “scientific justification”? 

require animal use is available - 

3Rs. How far is this made a 

possible and replaced by 

unavoidable, the procedure shall be 

minimum possible and, as far 

Notiz
Article 28 - Breeding strategy for non-human primatesMember States shall ensure that breeders of non-humanprimates have a strategy in place for increasing the proportionof animals that are the offspring of non-human primates thathave been bred in captivity.

Notiz
Article 11 - Stray and feral animals of domestic species1. Stray and feral animals of domestic species shall not beused in procedures.2. The competent authorities may only grant exemptionsfrom paragraph 1 subject to the following conditions:(a) there is an essential need for studies concerning the healthand welfare of the animals or serious threats to theenvironment or to human or animal health; and(b) there is scientific justification to the effect that the purposeof the procedure can be achieved only by the use of a strayor a feral animal.

Notiz
Article 12 - Procedures1. Member States shall ensure that procedures are carried outin a user’s establishment.The competent authority may grant an exemption from the firstsubparagraph on the basis of scientific justification.2. Procedures may be carried out only within the frameworkof a project.

Notiz
Article 13 - Choice of methods1. Without prejudice to national legislation prohibitingcertain types of methods, Member States shall ensure that aprocedure is not carried out if another method or testingstrategy for obtaining the result sought, not entailing the useof a live animal, is recognised under the legislation of theUnion.2. In choosing between procedures, those which to thegreatest extent meet the following requirements shall beselected:(a) use the minimum number of animals;(b) involve animals with the lowest capacity to experience pain,suffering, distress or lasting harm;(c) cause the least pain, suffering, distress or lasting harm;and are most likely to provide satisfactory results.3. Death as the end-point of a procedure shall be avoided asfar as possible and replaced by early and humane end-points.Where death as the end-point is unavoidable, the procedureshall be designed so as to:(a) result in the deaths of as few animals as possible; and(b) reduce the duration and intensity of suffering to the animalto the minimum possible and, as far as possible, ensure apainless death.
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2010/63/EU on the protection of animals used for scientific 
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 that analgesia or another appropriate method
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Notiz
Article 14 - Anaesthesia1. Member States shall ensure that, unless it is inappropriate,procedures are carried out under general or local anaesthesia,and that analgesia or another appropriate method is used toensure that pain, suffering and distress are kept to a minimum.Procedures that involve serious injuries that may cause severepain shall not be carried out without anaesthesia.2. When deciding on the appropriateness of using anaesthesia,the following shall be taken into account:(a) whether anaesthesia is judged to be more traumatic to theanimal than the procedure itself; and(b) whether anaesthesia is incompatible with the purpose of theprocedure.3. Member States shall ensure that animals are not given anydrug to stop or restrict their showing pain without an adequatelevel of anaesthesia or analgesia.In these cases, a scientific justification shall be provided, accompaniedby the details of the anaesthetic or analgesic regimen.4. An animal, which may suffer pain once anaesthesia hasworn off, shall be treated with pre-emptive and post-operativeanalgesics or other appropriate pain-relieving methods providedthat it is compatible with the purpose of the procedure.5. As soon as the purpose of the procedure has beenachieved appropriate action shall be taken to minimise thesuffering of the animal.

Notiz
1. Member States shall ensure that, unless it is inappropriate,procedures are carried out under general or local anaesthesia,and that analgesia or another appropriate method is used toensure that pain, suffering and distress are kept to a minimum.Procedures that involve serious injuries that may cause severepain shall not be carried out without anaesthesia.

Notiz
Article 15 - Classification of severity of procedures1. Member States shall ensure that all procedures are classifiedas ‘non-recovery’, ‘mild’, ‘moderate’, or ‘severe’ on a caseby-casebasis using the assignment criteria set out in Annex VIII.2. Subject to the use of the safeguard clause in Article 55(3),Member States shall ensure that a procedure is not performed ifit involves severe pain, suffering or distress that is likely to belong-lasting and cannot be ameliorated.

Notiz
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:276:0033:0079:en:PDF

Notiz
Article 16 - Reuse1. Member States shall ensure that an animal already used inone or more procedures, when a different animal on which noprocedure has previously been carried out could also be used,may only be reused in a new procedure provided that thefollowing conditions are met:(a) the actual severity of the previous procedures was ‘mild’ or‘moderate’;(b) it is demonstrated that the animal’s general state of healthand well-being has been fully restored;(c) the further procedure is classified as ‘mild’, ‘moderate’ or‘non-recovery’; and(d) it is in accordance with veterinary advice, taking intoaccount the lifetime experience of the animal.2. In exceptional circumstances, by way of derogation frompoint (a) of paragraph 1 and after a veterinary examination ofthe animal, the competent authority may allow reuse of ananimal, provided the animal has not been used more thanonce in a procedure entailing severe pain, distress or equivalentsuffering.

Notiz
Article 17 - End of the procedure1. A procedure shall be deemed to end when no furtherobservations are to be made for that procedure or, as regardsnew genetically modified animal lines, when the progeny are nolonger observed or expected to experience pain, suffering,distress or lasting harm equivalent to, or higher than, thatcaused by the introduction of a needle.2. At the end of a procedure, a decision to keep an animalalive shall be taken by a veterinarian or by another competentperson. An animal shall be killed when it is likely to remain inmoderate or severe pain, suffering, distress or lasting harm.3. Where an animal is to be kept alive, it shall receive careand accommodation appropriate to its state of health.

Notiz
Article 29 - Scheme for rehoming or setting free of animalsWhere Member States allow rehoming, the breeders, suppliersand users from which animals are intended to be rehomed shallhave a rehoming scheme in place that ensures socialisation ofthe animals that are rehomed. In the case of wild animals,where appropriate, a programme of rehabilitation shall be inplace before they are returned to their habitat.
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Notiz
Article 18 - Sharing organs and tissuesMember States shall facilitate, where appropriate, the establishmentof programmes for the sharing of organs and tissuesof animals killed.

Notiz
Article 19 - Setting free of animals and rehomingMember States may allow animals used or intended to be usedin procedures to be rehomed, or returned to a suitable habitator husbandry system appropriate to the species, provided thatthe following conditions are met:(a) the state of health of the animal allows it;(b) there is no danger to public health, animal health or theenvironment; and(c) appropriate measures have been taken to safeguard the wellbeingof the animal.

Notiz
Article 20 - Authorisation of breeders, suppliers and users1. Member States shall ensure that all breeders, suppliers andusers are authorised by, and registered with, the competentauthority. Such authorisation may be granted for a limitedperiod.Authorisation shall be granted only if the breeder, supplier oruser and its establishment is in compliance with therequirements of this Directive.2. The authorisation shall specify the person responsible forensuring compliance with the provisions of this Directive andthe person or persons referred to in Article 24(1) and inArticle 25.3. Renewal of the authorisation shall be required for anysignificant change to the structure or the function of an establishmentof a breeder, supplier or user that could negativelyaffect animal welfare.4. Member States shall ensure that the competent authorityis notified of any changes of the person or persons referred toin paragraph 2.

Notiz
Article 21 - Suspension and withdrawal of authorisation1. Where a breeder, supplier or user no longer complies withthe requirements set out in this Directive, the competentauthority shall take appropriate remedial action, or requiresuch action to be taken, or suspend or withdraw its authorisation.2. Member States shall ensure that, where the authorisationis suspended or withdrawn, the welfare of the animals housedin the establishment is not adversely affected.

Notiz
Article 22 - Requirements for installations and equipment1. Member States shall ensure that all establishments of abreeder, supplier or user have installations and equipmentsuited to the species of animals housed and, where proceduresare carried out, to the performance of the procedures.2. The design, construction and method of functioning ofthe installations and equipment referred to in paragraph 1shall ensure that the procedures are carried out as effectivelyas possible, and aim at obtaining reliable results using theminimum number of animals and causing the minimumdegree of pain, suffering, distress or lasting harm.3. For the purposes of implementation of paragraphs 1 and2, Member States shall ensure that the relevant requirements asset out in Annex III are complied with.

Notiz
Article 23 - Competence of personnel1. Member States shall ensure that each breeder, supplier anduser has sufficient staff on site.2. The staff shall be adequately educated and trained beforethey perform any of the following functions:(a) carrying out procedures on animals;(b) designing procedures and projects;(c) taking care of animals; or(d) killing animals.Persons carrying out the functions referred to in point (b) shallhave received instruction in a scientific discipline relevant to thework being undertaken and shall have species-specificknowledge.Staff carrying out functions referred to in points (a), (c) or (d)shall be supervised in the performance of their tasks until theyhave demonstrated the requisite competence.Member States shall ensure, through authorisation or by othermeans, that the requirements laid down in this paragraph arefulfilled.3. Member States shall publish, on the basis of the elementsset out in Annex V, minimum requirements with regard toeducation and training and the requirements for obtaining,maintaining and demonstrating requisite competence for thefunctions set out in paragraph 2.4. Non-binding guidelines at the level of the Union on therequirements laid down in paragraph 2 may be adopted inaccordance with the advisory procedure referred to inArticle 56(2).
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Notiz
ANNEX V - LIST OF ELEMENTS REFERRED TO IN ARTICLE 23(3)1. National legislation in force relevant to the acquisition, husbandry, care and use of animals for scientific purposes.2. Ethics in relation to human-animal relationship, intrinsic value of life and arguments for and against the use ofanimals for scientific purposes.3. Basic and appropriate species-specific biology in relation to anatomy, physiological features, breeding, genetics andgenetic alteration.4. Animal behaviour, husbandry and enrichment.5. Species-specific methods of handling and procedures, where appropriate.6. Animal health management and hygiene.7. Recognition of species-specific distress, pain and suffering of most common laboratory species.8. Anaesthesia, pain relieving methods and killing.9. Use of humane end-points.10. Requirement of replacement, reduction and refinement.11. Design of procedures and projects, where appropriate.

Notiz
Article 24 - Specific requirements for personnel1. Member States shall ensure that each breeder, supplier anduser has one or several persons on site who shall:(a) be responsible for overseeing the welfare and care of theanimals in the establishment;(b) ensure that the staff dealing with animals have access toinformation specific to the species housed in the establishment;(c) be responsible for ensuring that the staff are adequatelyeducated, competent and continuously trained and thatthey are supervised until they have demonstrated therequisite competence.2. Member States shall ensure that persons specified inArticle 40(2)(b) shall:(a) ensure that any unnecessary pain, suffering, distress orlasting harm that is being inflicted on an animal in thecourse of a procedure is stopped; and(b) ensure that the projects are carried out in accordance withthe project authorisation or, in the cases referred to inArticle 42, in accordance with the application sent to thecompetent authority or any decision taken by the competentauthority, and ensure that in the event of non-compliance,the appropriate measures to rectify it are taken andrecorded.

Notiz
Article 26 - Animal-welfare body1. Member States shall ensure that each breeder, supplier and user sets up an animal-welfare body.2. The animal-welfare body shall include at least the person or persons responsible for the welfare and care of the animals and, in the case of a user, a scientific member. The animalwelfare body shall also receive input from the designated veterinarian or the expert referred to in Article 25.3. Member States may allow small breeders, suppliers and users to fulfil the tasks laid down in Article 27(1) by other means.

Notiz
Article 27 - Tasks of the animal-welfare body1. The animal-welfare body shall, as a minimum, carry outthe following tasks:(a) advise the staff dealing with animals on matters related to the welfare of animals, in relation to their acquisition, accommodation, care and use;(b) advise the staff on the application of the requirement of replacement, reduction and refinement, and keep it informed of technical and scientific developments concerning the  application of that requirement;(c) establish and review internal operational processes as regards monitoring, reporting and follow-up in relation to the welfare of animals housed or used in the establishment;(d) follow the development and outcome of projects, taking into account the effect on the animals used, and identify and advise as regards elements that further contribute to replacement, reduction and refinement; and(e) advise on rehoming schemes, including the appropriate socialisation of the animals to be rehomed.2. Member States shall ensure that the records of any advice given by the animal-welfare body and decisions taken regarding that advice are kept for at least 3 years.The records shall be made available to the competent authority upon request.

Notiz
Article 31 - Information on dogs, cats and non-human primates1. Member States shall ensure that all breeders, suppliers and users keep the following information on each dog, cat and nonhuman primate:(a) identity;(b) place and date of birth, when available;(c) whether it is bred for use in procedures; and(d) in the case of a non-human primate, whether it is theoffspring of non-human primates that have been bred incaptivity.2. Each dog, cat and non-human primate shall have an individualhistory file, which follows the animal as long as it is kept for the purposes of this Directive.The file shall be established at birth or as soon as possible thereafter and shall cover any relevant reproductive, veterinary and social information on the individual animal and the projects in which it has been used.3. The information referred to in this Article shall be keptfor a minimum of 3 years after the death or rehoming of the animal and shall be made available to the competent authority upon request.In the case of rehoming, relevant veterinary care and social information from the individual history file referred to in paragraph 2 shall accompany the animal.

Notiz
Article 32 - Marking and identification of dogs, cats and non-human primates1. Each dog, cat or non-human primate shall be provided, at the latest at the time of weaning, with a permanent individual identification mark in the least painful manner possible.2. Where a dog, cat or non-human primate is transferred from one breeder, supplier or user to another before it is weaned, and it is not practicable to mark it beforehand, a record, specifying in particular its mother, must be maintained by the receiver until it is marked.3. Where an unmarked dog, cat or non-human primate, which is weaned, is received by a breeder, supplier or user it shall be permanently marked as soon as possible and in the least painful manner possible.4. The breeder, supplier and user shall provide, at the request of the competent authority, reasons for which the animal is unmarked.

Notiz
Article 33  - Care and accommodation1. Member States shall, as far as the care and accommodation of animals is concerned, ensure that:(a) all animals are provided with accommodation, an environment, food, water and care which are appropriate to their health and well-being;(b) any restrictions on the extent to which an animal can satisfy its physiological and ethological needs are kept to aminimum;(c) the environmental conditions in which animals are bred,kept or used are checked daily;(d) arrangements are made to ensure that any defect or avoidable pain, suffering, distress or lasting harm discovered is eliminated as quickly as possible; and(e) animals are transported under appropriate conditions.2. For the purposes of paragraph 1, Member States shall ensure that the care and accommodation standards set out in Annex III are applied from the dates provided for therein.3. Member States may allow exemptions from the requirements of paragraph 1(a) or paragraph 2 for scientific, animal-welfare or animal-health reasons.

Notiz
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:276:0033:0079:en:PDF
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Notiz
Article 34- Inspections by the Member States1. Member States shall ensure that the competent authorities carry out regular inspections of all breeders, suppliers and users, including their establishments, to verify compliance with the requirements of this Directive.2. The competent authority shall adapt the frequency of inspections on the basis of a risk analysis for each establishment, taking account of:(a) the number and species of animals housed;(b) the record of the breeder, supplier or user in complyingwith the requirements of this Directive;(c) the number and types of projects carried out by the user in question; and(d) any information that might indicate non-compliance.3. Inspections shall be carried out on at least one third of the users each year in accordance with the risk analysis referred to in paragraph 2. However, breeders, suppliers and users of nonhuman primates shall be inspected at least once a year.4. An appropriate proportion of the inspections shall be carried out without prior warning.5. Records of all inspections shall be kept for at least 5 years.

Notiz
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:276:0033:0079:en:PDF

Notiz
Article 39 - Retrospective assessment1. Member States shall ensure that when determined in accordance with Article 38(2)(f), the retrospective assessment shall be carried out by the competent authority which shall,on the basis of the necessary documentation submitted by theuser, evaluate the following:(a) whether the objectives of the project were achieved;(b) the harm inflicted on animals, including the numbers and species of animals used, and the severity of the procedures; and(c) any elements that may contribute to the further implementation of the requirement of replacement, reduction and refinement.2. All projects using non-human primates and projects involving procedures classified as ‘severe’, including those referred to in Article 15(2), shall undergo a retrospectiveassessment. 3. Without prejudice to paragraph 2 and by way of derogation from Article 38(2)(f), Member States may exempt projects involving only procedures classified as ‘mild’ or ‘nonrecovery’ from the requirement for a retrospective assessment.

Notiz
Article 46 - Avoidance of duplication of proceduresEach Member State shall accept data from other Member States that are generated by procedures recognised by the legislation of the Union, unless further procedures need to be carried out regarding that data for the protection of public health, safetyor the environment.

Notiz
Article 47 - Alternative approaches1. The Commission and the Member States shall contribute to the development and validation of alternative approaches which could provide the same or higher levels of information as those obtained in procedures using animals, but which do not involve the use of animals or use fewer animals or which entail less painful procedures, and they shall take such other steps as they consider appropriate to encourage research in this field.Member States shall assist the Commission in identifying and nominating suitable specialised and qualified laboratories to carry out such validation studies.3. After consulting the Member States, the Commission shallset the priorities for those validation studies and allocate the tasks between the laboratories for carrying out those studies.4. Member States shall, at national level, ensure the promotion of alternative approaches and the dissemination of information thereon.5. Member States shall nominate a single point of contact to provide advice on the regulatory relevance and suitability of alternative approaches proposed for validation.6. The Commission shall take appropriate action with a view to obtaining international acceptance of alternative approaches validated in the Union.Article 48 - Union Reference Laboratory1. The Union Reference Laboratory and its duties and tasks shall be those referred to in Annex VII.2. The Union Reference Laboratory may collect charges for the services it provides that do not directly contribute to the further advancement of replacement, reduction and refinement.3. Detailed rules necessary for the implementation of paragraph 2 of this Article and Annex VII may be adopted in accordance with the regulatory procedure referred to inArticle 56(3).Article 49 - National committees for the protection of animals used forscientific purposes1. Each Member State shall establish a national committee for the protection of animals used for scientific purposes. It shall advise the competent authorities and animal-welfare bodies on matters dealing with the acquisition, breeding, accommodation, care and use of animals in procedures and ensuresharing of best practice.2. The national committees referred to in paragraph 1 shall exchange information on the operation of animal-welfare bodies and project evaluation and share best practice within the Union.

Notiz
Article 54 - Reporting1. Member States shall by 10 November 2018, and every 5 years thereafter, send the information on the implementation of this Directive and in particular Articles 10(1), 26, 28, 34, 38, 39, 43 and 46 to the commission.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-humanprimates used in procedures. Member States shall submit that statistical information to the Commission by 10 November 2015 and every year thereafter.3. Member States shall submit to the Commission, on annual basis, detailed information on exemptions granted under Article 6(4)(a).4. The Commission shall by 10 May 2012 establish a common format for submitting the information referred to in paragraphs 1, 2, and 3 of this Article in accordance with the regulatory procedure referred to in Article 56(3).
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Notiz
Article 59 - Competent authorities1. Each Member State shall designate one or more competent authorities responsible for the implementation of this Directive.Member States may designate bodies other than public authorities for the implementation of specific tasks laid down in this Directive only if there is proof that the body:(a) has the expertise and infrastructure required to carry out the tasks; and(b) is free of any conflict of interests as regards the performance of the tasks.Bodies thus designated shall be considered competent authorities for the purposes of this Directive.2. Each Member State shall communicate details of a national authority serving as contact point for the purposes of this Directive to the Commission by 10 February 2011, aswell as any update to such data.The Commission shall make publicly available the list of those contact points.

Notiz
Article 60 - PenaltiesMember States shall lay down the rules on penalties applicable to infringements of the national provisions adopted pursuant to this Directive and shall take all measures necessary to ensure that they are implemented. The penalties provided for must be effective, proportionate and dissuasive. The Member States shall notify those provisions to the Commission by 10 February 2013, and shall notify the Commission without delay of any subsequent amendment affecting them.




