Commission communication
on the action taken on opinions and resolutions adopted by Parliament at the May 2009 part-session
CO-DECISION PROCEDURE – First reading
European Parliament legislative resolution on the proposal for a directive of the European Parliament and of the Council on the protection of animals used for scientific purposes
1.
Rapporteur: Neil PARISH (EPP-ED/UK)
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EP reference number: A6-0240/2009 / P6_TA-PROV(2009)0343
3.
Date of adoption of the resolution: 5 May 2009
4.
Subject: Protection of animals used for scientific purposes
5.

Inter-institutional reference number: 2008/0211(COD)
6.
Legal basis: Article 95
7.
Competent Parliamentary Committee: Committee on Agriculture and Rural Development (AGRI)
8.

Commission's position: The Commission accepts certain amendments.
On 5 May 2009, the European Parliament adopted 167 amendments out of the 202 that were tabled.
Out of the 167 amendments, 76 are acceptable to the Commission fully, in principle or in part as they clarify and improve the Commission proposal. The Commission’s detailed position with regard to the amendments of the European Parliament is as follows:
Amendments accepted by the Commission:
Amendments 1, 8, 9, 24, 119, 144 do not change the policy objective, nor the meaning.
Amendment 14 correctly introduces the element of learning abilities and thereby the cumulative effect of pain, suffering and distress.
Amendments 18, 78, 96, 117, 126, 129 add clarity to the recitals.
Amendment 19 removes the word "independent", which is not in contradiction with the requirements for the Permanent Ethical Review Body.
Amendment 22 makes reference to updates which is in line with future updating via Comitology.
Amendment 49 covers "procedures" as defined by this proposal which are not excluded as non-experimental agricultural practices as defined under Article 2(4).
Amendment 82 does not add new elements since "veterinary or scientific" education and training would be considered "appropriate". The moving of the emphasis from "demonstration" to "having evidence" of the requisite competence would ensure minimum administrative burden.
Amendment 87 is in line with the policy intention to foster the practical application of the principle of the Three Rs (Replacement, Reduction and Refinement of the use of animals for scientific purposes).
Amendment 95 reduces the requirement to record numbers and species of only vertebrate animals. In case of enlarged scope (to some invertebrate species) this may pose a problem.
Amendment 102 provides the possibility for an exemption to the housing and care requirements during procedures for scientific reasons and veterinary reasons.
Amendment 104 states that inspections should cause minimum disturbance to the work taking place in the establishment and not impact negatively animal welfare. Reduced quality of scientific outcome may result in retesting and thus increase the numbers of animals needed for the same quality data.
Amendments 155 and 156 increase the transitional period from 7 to 10 years. The proposed timeline was set based on a number of variables of unknown certainty and therefore the Commission can accept an extension of three years to the deadline.
Amendments 168 and 169 should be considered together with amendment 102 ("acceptable to the Commission") which provides for a general exemption for scientific reasons. Amendment 102 makes amendments 168 and 169 redundant as these are examples of the type of scientific reasons warranting the use of exemption and covered by the general exemption.
Amendments accepted in part or in principle by the Commission:
The first part of amendment 3 is subject to redrafting. The Commission policy objective should be stated upfront as the ultimate goal. The second part is covered under recital 47.
Amendment 4 is superfluous repeating the beginning of the recital. Subject to rewording together with amendment 3.
Amendment 5 would be better located towards the end of the preamble in relation to Articles 52 and 53 and redrafted with terminology appropriate to recitals without introducing new requirements.
The first part of amendment 6 could be accepted in principle. However, the inclusion of "e.g." before "human or animal health or the environment" is not acceptable. Subject to rewording. The second part is superfluous as covered by Article 13 and does not contain any additional statement of reasons for this measure.
The first part of amendment 15 cannot be accepted since all procedures should be authorised. The second part ("of") improves the original text. The Commission agrees that the success of re-homing cannot be "ensured", however, "promote" is not the correct term to be used either. Subject to rewording.
Amendment 16 weakens the justification; however, the obligation should remain firmly in Article 18. A firmer wording would be desirable. Subject to rewording.
Amendment 23 is in line with Article 37(4), however, the wording suggests that all members involved in ethical evaluation would be independent of the project which is not the requirement. Acceptable subject to redrafting.
Amendment 27 is acceptable in principle. A review should be carried out based on several data sources, among them peer-reviewed scientific studies could be considered as one of the sources. Subject to rewording.
Amendment 29 is acceptable in principle; however, the Commission believes the original wording provides more clarity.
The first part of amendment 31 is not acceptable as there is no scientific justification to exclude independently feeding larval forms.
The second part of amendment 31 and amendment 150 concerning terminology is acceptable in principle since Cyclostomata and Cephalopoda are classes, however, Decapoda is an order within the class of Crustacea. Therefore a preferred wording should be either ...species of the classes and order listed... or alternatively …of the zoological groups. Subject to rewording.
Amendment 33 is acceptable in principle. The term non-invasive would exclude some procedures such as irradiation or those consisting of food/water deprivation, which are not invasive but still likely to cause distress and suffering. However, subject to rewording to take the element of non-invasiveness into account.
Amendment 38 is acceptable in principle when redrafted to ensure consistency with other Community legislation.
As per amendment 39 the term "practice", could benefit from a definition. It should be aligned with the rest of the terminology used in the text such as "experiment" versus "scientific procedure" and to ensure it is not confused when used in another context such as "best practice" or "good laboratory practice".
Amendment 43 is acceptable in principle if drafted to be consistent with the final formulation of the text of Article 16.
Amendment 44 is acceptable in principle if it is consistent with other legislation. However, in the case of this Directive, "confidential information" should also cover information on establishments and personnel. Subject to rewording.
Amendment 46 is acceptable in principle. In its current formulation it is unclear how this could be enforceable and what would constitute an infringement. Subject to redrafting.
Amendment 48 can be accepted in principle; however, it is inappropriate under Article 4 but instead should be covered under Article 45 and should include a reference to alternative approaches and testing strategies "recognised by the Community legislation", not only to those that are considered "scientifically satisfactory". Subject to rewording.
Amendment 56 is more appropriate in the preamble as it motivates article 8. Subject to rewording.
The first part of amendment 58 provides further clarity to the text and thus acceptable. The second part is superfluous, thus not acceptable; ethical evaluation under Article 37 requires a detailed scrutiny of the ethical justification for the use of non-human primates. Furthermore, no project can be authorised without a supportive ethical evaluation.
The first part of amendment 59 is acceptable in principle. Though, any requirements concerning reporting should be covered under Article 49 and 53, and reviews under Article 53. Furthermore, the reporting interval is not supported by the scientific opinion by SCHER
, given in 2009, which confirmed that no full replacement methods could be available in the foreseeable future.
As to the second part, the Commission can accept the principle of conducting a regular review, but with a more pragmatic and less frequent reporting period.
The third part infringes the requirements of Article 13. Finally, the Commission would not accept an obligation to set general targets for replacement if these are not considered feasible from a scientific point of view.
Amendment 64 is acceptable in principle as it does not in general detract from the text.
Amendment 68 is acceptable in principle as one of the objectives of this Directive is to minimise pain, suffering and distress of animals. Also moderate and mild pain should be minimised if considered beneficial to the animal in light of Article 16(2)(a). However, by removing word "considerable" it would result in a situation where animals that suffer only mild pain should be killed humanely which is not acceptable. Subject to rewording.
Amendments 69, 71 and 161 are in line with the policy objective and thus acceptable in principle. However, the detailed contents of the Annex should be defined based on the current best practice and on the conclusions of an EU expert working group to be convened by the Commission in July 2009. It is not acceptable to remove category "non-recovery". Finally, the reduction of the time limit to 12 months from 18 is acceptable.
Amendment 79 can be accepted in principle as the elements are in line with the policy objectives, however, not an exhaustive list. Systematic application may increase administrative burden significantly. Subject to rewording in order to take this into account.
Amendment 81 is acceptable in principle but subject to rewording and clarification.
The first part of amendment 83 is acceptable as it decreases the administrative burden while still ensuring that the requisite competence is maintained as the key criteria.
The second is not acceptable as Member States cannot "ensure mutual education and training qualifications". If mutual acceptance of personnel authorisations is to be ensured, this is not attainable due to a lack of harmonised requirements for educational background and diplomas of personnel working on animals.
The first part of amendment 84 is superfluous; when the competent authority is appointed this paragraph empowers it to suspend or withdraw authorisation. The second part is acceptable improving the clarity of the text. The third part is superfluous as national administrative procedures cater for appeal procedures and thus not acceptable.
Amendment 85 is acceptable in principle if redrafted to reflect the consistency of results since it impacts on animal numbers, however, without a strict requirement to ensure it.
Amendment 93 is acceptable in principle as it does not introduce new element. Subject to rewording, reference to "EU" to be changed to "Community".
Amendment 94 and amendment 20 to the related recital should be redrafted to reflect the enlarged scope to invertebrate species and foetal/embryonic forms but without inadvertently lowering the requirements from 1986 Directive. Subject to rewording.
Amendment 98 is acceptable in principle; Subject to redrafting to clarify the context in which the "relevance" is to be considered.
Amendment 100 is acceptable in principle as it does not in general detract from the text.
Amendment 101 is acceptable in principle. However, the word "defect" refers to the equipment and no defect to equipment should be "unavoidable". Therefore, the word "avoidable" is acceptable but only in relation to animal suffering.
Amendment 105 is acceptable in principle. Article 33(1) requires the inspections to be carried out by national competent authority. Therefore by default the records are to be kept by the competent authority responsible for the inspections. Subject to rewording.
The first part of amendment 108 is acceptable in principle. Article 37(4) already incorporates a requirement for a level of independence of the ethical evaluation process, however, if an ethical evaluation can be required to be "independent" and that requirement considered enforceable, the Commission does not oppose the principle. Subject to rewording. The second part is not acceptable as a full scientific evaluation is not within the scope of this Directive.
The first part of amendment 109 is not acceptable as the Commission considers the principle of authorisation as one of the corner stones of this Directive. The second part provides further clarity to the text.
Amendment 114 is acceptable in principle. Regarding the first part, the original wording is more appropriate. The second part is acceptable as benefits cannot be "ensured".
Amendment 115 is acceptable in principle. The term "corresponding" does not improve the text. Subject to rewording.
The first part of amendment 116 is not acceptable. The incorporation of opinion(s) of independent parties is necessary to ensure transparency and neutrality. The second part is acceptable subject to aligning the wording with other references to confidential information.
Amendment 121 is acceptable in principle; the Commission considers that "confidential information" includes that on establishments and their personnel. Subject to rewording.
Amendment 143 is in line with the Commission policy objectives. Subject to rewording, to take into account situations where the national reference laboratory is situated in the territory of another Member State through an administrative agreement.
Amendment 145 is acceptable in principle subject to redrafting to provide clear and enforceable requirement taking into account division of activities at Community and Member State levels.
Amendment 148 is acceptable in principle subject to the first reporting deadline allowing Member States to establish the administrative procedures to implement the revised Directive as well as to allow them to collect a minimum amount of experience.
The first part of amendment 170 is not acceptable as it repeats elements of Article 13. The policy objective of Article 4 is to introduce the concept of the general principles of the Three Rs. The second part making a more general reference to national legislation in case certain types of methods would be prohibited is acceptable in principle but should be incorporated under Article 13. The third part making reference to human embryonic stem cells is inappropriate. This Directive does not aim to define alternative methods.
The first part of amendment 185 is acceptable since the upper limit is already established in Article 15(2). As to the second part, there are a number of provisions in the Directive that use the severity categories and thus the number of categories should remain stable. With increasing scientific knowledge the criteria of different categories could potentially need reviewing. However, it does not seem reasonable to expect the criteria to be changed with the proposed frequency as this would lead to inconsistent reporting and incomparable statistics. Subject to rewording.
The first part of amendment 186 is not acceptable. The second part is acceptable as it is in line with the policy objectives.
The first part of amendment 194 on the review of the use of animals for scientific purposes is considered appropriate and acceptable in principle subject to a more pragmatic frequency and date for the initial review.
The second part is in line with the Commission policy objective.
The third part is not acceptable as it would infringe the requirements of Article 13 and an obligation to set up general targets for animal replacement are not considered feasible.
Some criteria for priorities referred to in the fourth part could be set e.g. procedures not focused on life-threatening or debilitating clinical conditions. However, the hierarchy between the level of suffering, type of species and numbers of animals should be considered more carefully and not necessarily included in the text of Directive as these are best addressed on a case-by-case basis. Subject to rewording.
The last part is not acceptable as the policy needs to be based on science. Public opinion is fed into policy development through a number of channels such as stakeholder consultations and work by the EP.
Amendments not accepted by the Commission:
Amendment 7 does not justify or refer to any specific policy objectives as outlined in the enacting terms and is thus inappropriate in the recitals.
The first part of Amendment 11 is not acceptable as it seeks to delete the motivation for Article 10. The second part refers to elements already conducted in the Impact Assessment and includes operative provisions not appropriate for recitals.
Amendment 12 is not acceptable since it seeks to remove the motivation for Article 15, which requires the Commission to establish criteria for severity classification and no amendment suggests its deletion.
Amendment 13 is not consistent with the Commission proposal. The Commission believes that procedures that result in severe pain, suffering or distress and which are likely to be prolonged should never be performed, without exception.
The first part of amendment 17 is not acceptable as it contradicts Article 12(1), 2nd subparagraph. The second part is not attainable due to a lack of harmonised requirements for educational background and diplomas of personnel working on animals.
The insertion of "competent authority" by amendment 25 is not acceptable as this does not respect Member State subsidiarity regarding implementation. Furthermore, the elements for the contents are provided under Article 40 including both qualitative and quantitative data not one or the other.
The first part of amendment 28 changes fundamentally the scope from "animals" to specific activities. The Commission cannot accept the limitation of the scope from "animals" only to their "use and housing and husbandry", omitting their capture, breeding and euthanasia. The scope as drafted by the Commission covers the full life cycle of animals which are used or destined to be used in scientific procedures. The amendment would significantly limit the scope from that proposed by the Commission.
The second part is repetitive and unnecessary as procedures are already defined in Article 3 as "any use of an animal for […] which may cause the animal pain, suffering, distress or lasting harm, including […]".
Amendment 30 and amendment 2 to the related recital, reduce the scope and is not in line with the scientific knowledge available today; other classes of vertebrate species such as birds, fish and reptiles also share with mammals suffering, pain and distress when subject to tests when at their embryonic or foetal phase of the development. Therefore the amendment is not acceptable.
Amendment 32 is not in line with the Commission policy objective. There is no justification to enlarge the scope to cover breeding facilities e.g. in the area of agriculture. Additionally, the wording is inconsistent with other provisions of the directive.
Amendment 34 is not in line with the Commission policy objective. There is no justification to provide protective measures to those procedures that are not likely to compromise animal welfare.
Amendment 35 is redundant given that competent authorities are defined in Article 54. Additionally, the role of competent authorities should not be limited to the supervision of enforcement activities, but to cover all aspects of the implementation of the Directive.
Amendments 36, 40 and 42 introduce definitions for terms that are not used in this Directive and are thus not applicable.
Amendment 37 is already covered by the provisions in Articles 20 and 24.
Amendment 41 provides definition for term "protocol", which is used only in the context of the "Protocol on the protection and welfare of animals" and thus not applicable.
Amendments 47, 50, 51, 110, 112, 123, 135, 136, 141 are superfluous and do not add any new elements which would not already be covered by other provisions in the proposal.
Amendments 52 and 53 are not in line with the Commission policy objective. The list of methods provided in Annex V is based on the latest scientific information and best practice. Furthermore, these are foreseen to be reviewed and updated rapidly through comitology where appropriate to ensure their compatibility with the latest scientific knowledge as well as their impact on animal welfare. Finally, the proposed amendment leaves the decision on the method suitability open and ex-post.
Amendment 54 is not acceptable as the objective of the Directive is the harmonisation of the single market (Article 95). Article 95(4) allows preservation of stricter measures.
Amendment 55 is not in line with the Commission policy objective. The Commission believes that the endangered species should generally not be used in procedures, with some few exemptions subject to conditions, as per the Commission proposal. Article 10 already establishes the principle of animals used in procedures to be purpose bred and allows the use of non purpose bred endangered species if scientifically justified. This amendment does not add anything in substance and sends the wrong message that we should be breeding animals from endangered species to use them in procedures.
Amendment 57 and amendment 10 to the related recital, is not in line with the Commission policy objective to increase the protection of non-human primates.
The areas where non-human primates are used today, the use of non-human primates could be limited with no effects for the research to life-threatening or debilitating clinical conditions in human beings.
The Commission also believes that given their particularly high level of neurophysiological sensitivity and cognitive development which bring these species close to human beings, accepting this amendment raises moral/ethical questions.
Amendment 60 is not acceptable since the Commission proposal is already based on a solid impact assessment. A number of unknown factors were identified and consequently the Commission proposal built on 4 integrated elements (Art. 10 and Annex III; Art. 49; Art. 53 and Art. 51) making an additional feasibility study superfluous.
Amendment 61 is not in line with the Commission's policy objective which is to define the types of animals that can be used for scientific purposes, not the types of animals used for breeding purposes. The introduction of new genes e.g. via the exchange of males from other colonies is needed. Thus the policy objective cannot focus on the self-sustaining colonies but instead on the types of animals that are used in procedures.
Amendment 62 is not acceptable as no reason could be found to justify an exemption on the basis of animal welfare to a requirement to use purpose bred animals.
Amendment 63 falls outside the scope as this Directive deals with animals and their protection during their life time when they are used, or bred to be used, in procedures. However, if they are bred for this purpose, the requirements on humane killing as described under Article 6 apply making the amendment superfluous.
Amendment 65 opens the restrictions to inflicting pain or suffering to animals and this is not in line with the policy objective. This should be a firm obligation with only limited exemptions as per the Commission proposal.
Amendment 66 is not acceptable as the use of analgesics should not be a reason to derogate from the obligation to carry out procedures under anaesthesia, but an obligation when anaesthesia is not possible following strict conditions in paragraph 2. The use of analgesics when anaesthesia is not possible is regulated in paragraph 3.
Amendment 67 is not in line with the policy objective. The principle of this Directive is to minimise pain, suffering and distress of animals. Ensuring that unavoidable pain, suffering and distress is kept to the minimum is always beneficial to the animal. Furthermore, if the amendment aims to re-emphasise the need for the administration of the analgesics or other methods to be less stressful to the animal than the actual pain, suffering and distress, this is already covered sufficiently under Article 16(2)(a).
Amendment 70 is not in line with the policy objective of establishing a maximum tolerated threshold of pain, suffering and distress. The second part of the amendment does not provide any additional scrutiny since all projects have to be scientifically justified, subject to harm benefit analysis, scrutinised by the competent authority and ethically monitored through ethical evaluation as well as on a day–to-day basis.
Amendment 72 does not improve the language nor does it provide further clarity to the term "re-use". The Commission wording is based on the conclusions by the Technical Expert Working Group, as to how re-use should be defined.
Amendments 73 and 75 are not in line with the Commission policy objective.
Amendment 74 is against the policy objective of allowing routine re-use of animals only when the subsequent procedures are considered "up to mild" or "non-recovery". Furthermore, it is disproportionate to require a veterinarian examination of each individual animal before a re-use. This would significantly increase the administrative burden. Re-use should be allowed when it is supported by a veterinary determination, not examination, based on criteria as defined under Article 16(1)(b).
Amendment 76 is in contradiction with the policy objectives as the Commission considers the principle of authorisation as one of the corner stones of this Directive and therefore all procedures should be authorised.
Amendment 77 is not acceptable as only legally binding measures should be included in a Directive. Furthermore, the implementation and enforcement of this provision would be highly questionable.
Amendment 80 is not in line with the policy objectives. There is no reason not to allow non-human primates to be released for example into sanctuaries or zoos if their general health and well-being allows it. The requirements stipulate that the setting free of the animal should not pose any danger to public health or environment; this includes consideration of any specific risks in relation to animals that are genetically modified.
Amendment 86 to have a permanent trained person available at all times in all types of establishments regardless of the size, type and the type of species housed in it is disproportionate and would impose unnecessary administrative. E.g. an establishment of a computer-controlled environment for fish (water quality monitoring with appropriate alarm systems) would not benefit from a trained person being present at all times.
Amendment 88 is superfluous as it contains a statement of reasons for the provision in Article 26 which are already adequately covered in the Commission's proposal.
Amendment 89 is not in line with the policy objective of having an annual internal, non-administrative review of all on going projects to ensure full application of the Three Rs. It is not acceptable to exclude the majority of projects from the annual review.
Amendment 90 suggesting a full scientific annual review of projects is not within the remit and does not correspond with the expertise of the permanent ethical review body.
The first part of amendment 91 is superfluous; the original wording is more appropriate.
The second part cannot be accepted as it is not precise and detailed and the administrative burden would be disproportionate in respect to the expected benefits.
Should Member States be required to publish data that can improve animal welfare and further the principle of the Three Rs, it should be incorporated within Article 49 with a larger remit than that of only resulting from the work of the permanent ethical review bodies of the establishments.
Amendment 92 is not acceptable as the transportation of animals used falls outside the scope of this Directive. Furthermore, it is unclear how such a requirement can be enforced and what constitutes an infringement to it.
As to the first part of amendment 97 and amendment 21 to the related recital non-human primates, contrary to the other species mentioned in the amendment, have highly advanced social skills. Unlike cats and dogs, they develop lifetime partnerships and live in family-type structures. Disturbance to their social network has a negative effect on their welfare. Individual history file, especially for dogs, which are regularly used for regulatory toxicity testing, could create a significant administrative burden against relatively limited animal welfare benefits due to short duration of a number of these tests.
The second part is not acceptable. The amendment does not seem to bear any relationship with the specific article and is superfluous.
Contrary to amendment 99, when animals are subjected to scientific procedures, it is not always possible to satisfy their ethological as well as physical needs due to limitations posed by the procedures themselves. Therefore the requirement cannot be applied at all times and thus the amendment is not acceptable. To the extent possible, this is covered already under Article 32(1)(b).
Amendment 103 is not in line with the policy objectives to improve enforcement. The frequency of inspections is based on the conclusions by the Technical Expert Working Group consisting of all main stakeholders. Furthermore, one of the main criticisms of the current Directive has been on the lack of compliance and enforcement which are directly affected by inspections.
Amendments 111 and 132 are in contradiction to other pieces of Community legislation.
Amendment 113 is not acceptable as this is a linguistic problem; the English term "humane" is the correct and appropriate term to be used in this context.
The terminology in amendment 118 is not in line with the rest of the language of the Commission proposal and would be misleading.
Amendment 120 is not in line with the policy objective. It is ethically and scientifically justifiable that projects also inflicting moderate pain are subject to retrospective assessment. Furthermore, an objective of the retrospective assessment is to identify elements that may contribute to the further implementation of the Three Rs – moderate procedure projects could significantly contribute to this objective.
Amendment 122 is in contradiction with other parts of the proposal. There is a clear policy requirement for compliance with the Three Rs principles (embedded in Article 4).
Amendment 124 is not in line with the policy objectives and specifically with the principle of the Three Rs. The development of alternative methods, new techniques and knowledge on the sentience of the species take place in ever increasing pace. To ensure their rapid implementation, the project life cycle should not exceed 3 years.
Amendment 125 is not acceptable as it is unclear what can be constituted as a "standardised procedure" outside regulatory testing as these are not catalogued anywhere and who would judge the project to contain "standardised procedures" thus leaving the door open to abuse.
Amendment 127 is in contradiction with the policy objective. Article 35(2) states that a prerequisite for a project authorisation is a favourable ethical evaluation. There is no reason why project renewal/amendment should be treated differently.
Amendment 128 is not in line with the policy objective. The proposal does not foresee the permanent ethical review body to play a role in the project authorisation.
Amendment 131 is not in line with the policy objective to ensure the quality of the ethical evaluation.
Amendments 134 and 180 concern data sharing, which is best tackled in sectoral legislation as duplication of procedures is more likely to take place within a sector rather than across sectors. Furthermore, the implementation and enforcement is better managed within a sector. Therefore the Commission considers this approach unacceptable within the framework of this proposal for horizontal legislation.
Amendment 137 deals with testing not required by legislation. The relevance of the protection of public in relation to non-regulatory testing (testing not required by law) is unclear.
Amendment 138 is already implicit in the original wording. It is unclear what added value "where appropriate" or "comparable" bring. The use of phrase "it is appropriate" would result in unenforceable measures and legal uncertainty. Furthermore, it is unclear what would be considered as an infringement to this requirement. Finally, "veterinary bio-banks" would be likely to cover surplus tissue from animals treated in veterinary practices; this would mainly be tissue pet animals, horses, etc, not representing the main laboratory animal species and of unknown genetic variability.
Amendment 139 and amendment 26 to the related recital lay down requirements to be fulfilled by a specific part of the Commission. A Directive should not determine the division of work within the Commission. As for point a) there is no Community competence; c) Community research activities are covered by the Community Research Framework Programmes and these are subject to co-decision. A Directive cannot pre-empt the outcome of such a decision; d) duplication of activities, such as those of EPAA
, is not cost effective; e) the requirement should be more specific and not duplicate any of the existing activities; f) already takes place through a number of channels e.g. the ECVAM
 database on alternative methods, TSAR
 database on the validation and regulatory acceptance of alternative methods and planned EPAA portal on alternatives; i) duplicates the amendment 139 d) (see the comment to point d)) and points h), j) and k) are covered under the current activities of ECVAM.
Amendments 140 and 193 are not acceptable as the requirement is on the designation of a laboratory in order to provide sufficient resources (expertise and infrastructure) to the validation of alternative methods. A "centre" responsible for "supporting" these activities does not necessarily have the required infrastructure or expertise. Replacing the term "designate" with "nominate" would limit the implementation options for Member States without the appropriate facilities/expertise. Finally, it is superfluous to list separately regulatory testing and other areas of animal use. The original text covers all areas of animal use.
Amendment 142 is not in line with the Commission policy objective of providing further resources for the pre-validation and validation of alternative methods.
Amendment 147 is not in line with the policy objective of increasing transparency. Annual reporting is standard practice in most Member States and considered justified and necessary.
Amendment 151 is not acceptable as it would undermine uniform application of the scope of this Directive.
Amendment 152 limiting the scope of this Directive to only some species of Decapod crustaceans is not acceptable. The proposal is based on the Scientific Opinion from the Animal Health and Animal Welfare Panel AHAW of EFSA
 and the potential capacity of Decapod crustaceans to be capable of experiencing pain, suffering and distress.
Amendment 153 excludes rabbit from the species required to be purpose-bred. Rabbits bred for farming purposes would not provide the same level of scientific quality and genetic background that is required for scientific purposes due to risks of inter alia genetic contamination potentially increasing the number of animals needed.
Amendment 154 is not acceptable. The list of animals to be purpose bred is based on the Scientific Opinion of the AHAW
 of the European Food Safety Authority (EFSA). However, it should be noted that the list in Annex II can be updated through comitology where appropriate.
Amendments 157, 158 and 159 are superfluous in light of amendment 102 (acceptable to the Commission). The exemption to housing and care standards is stipulated under Article 32(3) which is proposed to be amended to include exemptions on scientific and veterinary grounds. Therefore, further exemptions are unnecessary and inappropriate to be introduced in the Annex IV.
Furthermore, the exemption stated under Article 32(3) is covered during the ethical evaluation. This would not be a case for a general exemption provided under Annex IV.
Amendment 160 is unacceptable. The rating stipulated in the proposal is based on an expert opinion from EFSA's Scientific Panel on Animal Health and Welfare.
Amendment 167 is in contradiction to the policy objectives of this Directive, the general principle of authorisation – one of the corner stones of the proposal. A number of possibilities to reduce administrative burden are incorporated in the Commission proposal. Exemptions from the general principle are covered under Articles 36(2), 41(4) and 43(1). Furthermore, the proposal already foresees a possibility for a so called "tacit agreement/notification" under Article 43(1).
Due to the type of projects being carried out in the Community, the suggested amendment would exclude by far the majority of projects ("up to mild" and those not using non-human primates) from authorisation which is not acceptable.
Amendment 175 is not in line with the policy objective to limit "prolonged and severe pain". The detailed criteria for the upper limit will be elaborated during the Expert Working Group on severity classification in July 2009.
Amendment 176 would unnecessarily increase administrative burden with questionable benefits. The Commission proposal will significantly improve the current level of animal welfare as well as enforcement and transparency. Increased transparency in return will re-enforce self compliance.
Amendment 178 is not acceptable as it would be not possible to justify the additional administrative burden this requirement would create.
Amendment 187 is in contradiction with the policy objectives to ensure the quality of the ethical evaluation. Additional time may be required exceptionally for more complex project proposals due to the number of disciplines involved, the novel characteristics and more complex techniques of the proposed project.
9.
Outlook for amendment of the proposal: The Commission services do not intend to present a written amended proposal as the amendments accepted or accepted in principle, or partially, are limited in number and content. However, the Commission will inform the Council of its position.
10.
Outlook for the adoption of the common position: Council is expected to reach a political agreement under the Swedish Presidency during the second half of 2009.
� Scientific Committee on Health and Environmental Risks.


� European Partnership on Alternative Approaches to Animal Testing.


� European Centre for the Validation of Alternative Methods.


� http://tsar.jrc.ec.europa.eu.


� The European Food Safety Authority.


� Animal Health and Animal Welfare Panel.





