
European Directive 2010/63/EU

CONSULTATION ON OPTIONS FOR THE TRANSPOSITION OF EUROPEAN DIRECTIVE 2010/63/EU ON THE PROTECTION OF ANIMALS USED FOR SCIENTIFIC PURPOSES
CONSULTATION QUESTIONS
3: SUBJECT MATTER AND SCOPE
Article 1: subject matter and scope
Limit on protection of foetal forms of mammals to the last third of  the gestation period

Question 1: Is our analysis of the impact of this provision correct? Is there scientific evidence that suggests that the UK should continue to protect mammals from half way through gestation using Article 2 to the Directive?

Exclusion of foetal forms of birds and reptiles from protection

Question 2: Is there scientific evidence to support the continued protection of foetal forms of birds and egg laying reptiles using Article 2 to the Directive?

Inclusion of cephalopods

Question 3: Are our assumptions correct? Do you have any further information of the current use of cephalopods?
Inclusion of animals specifically bred for organs and tissues
Question 4: Are our assumptions correct? Do you have any further relevant information of the current breeding and use of animals bred for organs and tissues?
Absence of special protection for cats, dogs and equidae

Question 5: Is loss of special protection likely to lead to increased use of cats, dogs and equids? Should the UK retain its current special protection for dogs, cats and equids using Article 2 to the Directive?

Practices to which the Directive does not apply

Question 6: Is our assessment of the impact of this omission correct? Should we retain our current requirements exempting only those methods of marking (used for scientific purposes) which cause no more than momentary pain or distress, and no lasting harm?

4.  PROVISIONS ON THE USE OF CERTAIN ANIMALS IN PROCEDURES
Article 7: Endangered species

Question 7: Should the UK retain its current restrictions on the use of endangered species using Article 2? What implications would adoption of the provisions of Article 7 of the Directive have for the use of endangered species in the UK?
Article 8: Non-human primates

Permissible uses and the definition of 'debilitating condition'
Question 8: Do you agree with our analysis of the likely impact of Article 8 on work involving non-human primates? Are there any further issues we should consider when transposing these provisions relating to the use of non-human primates?
Question 9: Are there any further issues we should consider when transposing these provisions relating to the use of endangered species of non-human primate?

Great apes
Question 10: Do you agree that the UK should continue to operate a policy ban on the use of great apes? Are there any further issues we should consider relating to the use of great apes?
Article 9: Animals taken from the wild

Question 11: Are there any issues we should consider relating to the prohibition on the use of animals taken from the wild? What impact will the more limited derogation provided in Article 9 have on the conduct of research in the UK?
New requirements relating to trapping and capture

Question 12: What criteria should be applied to ensure the competence of persons capturing animals in the wild?

Article 10: Animals bred for use in procedures

Question 13: Are our assumptions regarding the impact of Article 10 correct? Is there a case for retaining the current UK requirement that common quail and ferrets should be purpose bred, as permitted by Article 2?
Question: What impact will this have on UK breeders, suppliers and users? Will opening up the ability to supply animals have any animal welfare impact?  
Non-human primates

Question 14: What impact will these requirements have on UK breeders, suppliers and users?  What impact, if any, is there likely to be on animal welfare?

Article 11: Stray and feral animals of domestic species

Question 15: Is there a case on animal welfare gounds for retaining the current UK prohibition on the use of stray and feral animals, as permitted by Article 2?
5. PROCEDURES
Article 3: Definition of ‘procedure’
67.  … under the new Directive ... the use of a method of killing of animals not listed in Annex IV (Methods of Killing Animals) solely for the use of their organs and tissues is not a procedure and will not require project authorisation. However, exemption from using an Annex IV method of killing will be needed. A system will be required to enable exemption to be granted to individuals who are not licence holders and are outside the regulatory system.
Question 16: Do you have any proposals as to how this might be achieved? 
Article 5: Purposes of procedures
Question 17: Are there any further issues we should consider in relation to the ‘permissible purposes’ set out in Article 5?
Article 12: Procedures
Question 18: Are there any further issues we should consider in relation to the provisions on procedures set out in Article 12?
Article 14: Anaesthesia (and the use of neuromuscular blocking agents)
Question 19: We propose to transpose these provisions relating to the use of anaesthesia as they stand. Are there any further issues we should consider relating to the use of anaesthesia?

Neuromuscular blocking agents

Question 20: Should current UK provisions relating to the use of neuromuscular blocking agents in mammals be retained? Should we continue to apply the same provisions to other animals? 
Article 16: Re-use

Question 21: We propose to transpose the provisions of Article 16 relating to re-use as they stand. Are there any further issues relating to re-use we should consider? 
Article 17: End of the procedure

Question 22: Should we retain current stricter UK requirements relating to the welfare of animals at the end of a regulated procedure?  What issues may arise if animals suffering mild effects are released?
Article 18: Sharing organs and tissues

Question 23: How should we facilitate the sharing of organs and tissues? Are there any further issues relating to the sharing of organs and tissues we should consider? 

6. METHODS OF KILLING

Article 6 and Annex IV: Methods of killing

Question 24: Do you agree with our analysis of Article 6 and Annex IV? Should the UK retain some methods listed in ASPA Schedule 1 using Article 2? Which methods should be retained?
7. CHOICE OF METHODS
Article 4: Principle of replacement, reduction and refinement

Question 25: We propose to transpose the requirements of Article 4 as they stand. Are there any further issues relating to replacement, reduction and refinement we should consider? 

Article 13: Choice of methods

Question 26: Is our analysis of the impact of Article 13 correct? Are there any further issues relating to the choice of methods we should consider? Are there any currently permitted testing methods which will be prohibited?
Question 27: We propose to transpose the provisions of Article 13 as they stand. Are there any further issues we should consider relating to the use of death as an endpoint?
8. AVOIDANCE OF DUPLICATION OF PROCEDURES AND ALTERNATIVE APPROACHES

Article 46: Avoidance of duplication of procedures

Question 28: We propose to transpose the provisions of Article 46 as they stand. Are there any further issues we should consider relating to avoidance of duplication of procedures?

Article 47: Alternative approaches
Question 29: Are there any further issues we should consider in relation to the provisions for alternative approaches set out in Article 47?

Article 48 and Annex VII: Union reference laboratory

Question 30: Are there any further issues we should consider in relation to the Union reference laboratory?

9. SEVERITY OF PROCEDURES
Article 15 and Annex VIII: Classification of severity of procedures

Question 31: Are there any areas in which the Annex VIII severity classification is unclear? Are there any additional examples of severity that might be included in guidance on the application of the proposed severity classification system? [See also questions relating to Article 55 below.]
10. BREEDERS, SUPPLIERS AND USERS

Article 20: Authorisation of breeders, suppliers and users

Question 32: Are the changes to the requirements for authorisation of breeders, suppliers and users and the need to notify changes likely to raise any problems? Are there any further issues we should consider in relation to the requirements set out in Article 20? 

Article 21: Suspension and withdrawal of authorisation

Question 33: We propose to transpose the provisions of Article 21 as they stand. Are there any further issues we should consider relating to the suspension and withdrawal of authorisations?

Article 22: Requirements for installations and equipment

Question 34: Are there any further issues we should consider in relation to the requirements for installations and equipment set out in Article 22? 

Article 28: Breeding strategy for non-human primates

Question 35: Are our assumptions relating to Article 28 correct? Are there any further issues we should consider in relation to the requirements for a breeding strategy for non-human primates set out in Article 28? 

Article 19: Setting free of animals and re-homing

Question 36: We propose to transpose the provisions of Article 19 as they stand. Are there any further issues relating to the setting free and re-homing of animals we should consider? 

Article 29: Scheme for re-homing or setting free of animals

Question 37: We propose to transpose the provisions of Articles 28 and 29 as they stand. Are there any further issues we should consider relating to these issues?

Article 30: Animal records 

Article 31: Information on dogs, cats and non-human primates

Article 32: Marking

Question 38: We propose to transpose the provisions of Article 30, 31 and 32 as they stand. Are there any further issues we should consider relating to these Articles?

11. CARE AND ACCOMMODATION

Article 33: Care and accommodation

Question 39: We propose to transpose the provisions of Article 33 as they stand. Are there any further issues we should consider relating to the issues covered by Article 33?

Annex III: Care and accommodation standards referred to in Article 33

Question 40: Are there any specific issues we should consider when preparing guidance and codes of practice on accommodation and care?

Please see Appendix II for detailed questions on Annex III. 
12. COMPETENCE AND AUTHORISATION OF PERSONNEL
Article 23 and Annex V: Competence of personnel 
Impact on the UK personal licensing system

Question 41: Should the UK: (a) retain its current system of personal licensing using Article 2, as necessary; or (b) adopt a simplified version of that system with greater local accountability?  What might be the features of a system involving greater local accountability?  What risks might be associated with such a system and how might these be mitigated?  What will be the cost to individual breeders, suppliers and users of implementing such a system?
Education and training

Question 42: What specific features would you like to see in a UK or European training system? What elements of current UK training could be omitted whilst still complying with Annex V?  How should the quality of individual training and supervision be assured so that new employers are confident about training and competence and to facilitate the transfer of individuals within the UK and across Europe? Would such a system result in any additional costs? If so, please specify.  How might the requirement for continuous professional development best be met?
Article 24: Specific requirements for personnel

Question 43: Are there any further issues we need to consider regarding the requirements for personnel?

Article 25: Designated veterinarian

Question 44: Are there any further issues we need to consider regarding the requirement for a designated veterinarian or other suitably qualified person?

13. PROJECTS
Article 36: Project authorisation
Article 37 and Annex VI: Application for project authorisation
Article 38: Project evaluation

Question 45: We propose to transpose the provisions of Article 36, 37 and 38 as they stand. What type of information should be placed in the public domain about the the project evaluation process to ensure transparency of the process?  Under what circumstances would you expect project applications to be referred to external experts and/or the new national committee required under Article 49? Are there any further issues we should consider relating to project authorisation and evaluation?
Article 39: Retrospective assessment
Question 46: Should we extend the requirement for retrospective assessment to some or all projects involving procedures classified as "mild" or "non-recovery"? What should be the process for retrospective review and should this involve the animal welfare body?
Article 40: Granting of project authorisation
Multiple generic projects

Question 47: Are there any other categories of project that should be covered by these provisions?

Article 41: Authorisation decisions

Question 48: How should ‘complex and multidisciplinary projects’ be defined for the purposes of Article 41? 
Article 42: Simplified administrative procedure

Question 49: Should the UK adopt a simplified administrative procedure for relevant categories of project? What form should the simplified administrative procedure take?
Article 43: Non-technical project summaries

Question 50: Should we waive the requirement for non-technical summaries for some projects involving only mild or moderate procedures? Or, should we continue to aim to publish non-technical summaries for all authorised projects? What details should be included in non-technical summaries?
Article 44: Amendment, renewal and withdrawal of a project authorisation

Question 51: Are there any risks involved in limiting the requirement to amend or renew project authorisations to changes that may have a negative impact on animal welfare? If so, how might the risks be mitigated? 
14. ANIMAL WELFARE BODIES
Article 26 and Article 27: Animal Welfare Body and Tasks of the Animal Welfare Body
Question 52: Is there a case for animal welfare bodies to have more extensive membership and functions than the minimum requirement set out in Articles 26 and 27? If so, what additional members and functions should be required or recommended in guidance? Might animal welfare bodies play a role in advising on training and competence? How might ‘small’ establishments be defined and how might they meet the requirements for animal welfare bodies ‘by other means’?

15. NATIONAL COMMITTEE FOR THE PROTECTION OF ANIMALS USED IN SCIENTIFIC PROCEDURES

Article 49: National committees for the protection of animals used for scientific purposes

Question 53: Should the Animal Procedures Committee form the basis for the new National Committee? Are there any models other than the APC on which the National  Committee might be based? What should be its membership and what range of expertise will the National  Committee require to enable it to meet the requirements set out in Article 49? How might this expertise be accessed?
16. INSPECTIONS
Article 34: Inspections by the Member State

Question 54: What system of inspection would best meet UK needs? What impact would adoption of a detailed and more formal, but less frequent audit-style approach to inspection have on (a) establishments; (b) public confidence? What aspects of the current UK inspection system should be retained? How might it be improved?
17. REPORTING
Article 54: Reporting

Question 55: Should the UK continue to publish a full range of statistics as in the current annual statistics report? Is there scope for streamlining UK statistics? Are there additional statistics it would be useful to publish?
18. SAFEGUARD CLAUSES
Article 55: Safeguard clauses

Question 56: Is our analysis of the likely need to invoke the provisions of Article 55 correct? Are there any areas of work currently authorised that you believe may require reference to the Commission under Article 55? 
Article 58: Review

183A. Article 58 requires the Commission to review the Directive by 10 November 2017 taking account of developments in the 3Rs and to propose amendments, where appropriate.

183B. Article 58 also requires the Commission to conduct periodic thematic reviews of the application of the 3Rs, paying specific attention to non-human primates, technological developments, and new scientific and animal welfare knowledge. The Commission is to conduct these periodic thematic reviews in consultation with Member States and other stakeholders. 

Question 58A: We strongly support the requirement for periodic thematic reviews. What structure would you like to see to the thematic review process? Are there any further issues we should consider in relation to Article 58?

19. PENALTIES
Article 60: Penalties

Question 57: Should the UK incorporate the penalties from Part 3 of RESA into transposing legislation? Should they include provision for monetary penalties?

20. OTHER PROVISIONS
Article 50: Adaptation of annexes to technical progress

Article 56: Committee

Article 59: Competent authorities 

Article 63: Amendment of Regulation (EC) No 1069/2009 

Article 64: Transitional provisions 

Question 58: Are there any issues we should consider in relation to Articles 50, 56, 59, 63 and 64?
21. CONFIDENTIALITY (ASPA SECTION 24)

Question 59: How might ASPA 24 be amended to provide greater flexibility regarding disclosure of information while protecting proprietary rights and intellectual property? 
22: ASPA PROVISIONS NOT COVERED BY THE DIRECTIVE

Definition of ‘death’

Question 60: Should ASPA section 1(4) be retained? What would be the effect if it were not retained?

Use of animals in public exhibitions

Question 61: Should restriction on public exhibition be retained?

APPENDIX I: COMPARISON OF ANNEX IV AND ASPA SCHEDULE 1

Birds, rodents and rabbits: Cervical Dislocation

Question 62: Should  sedation be used where it is in the welfare interests of the animal?

Rodents: Inert Gases

Question 63: Concerns have been expressed that there is currently insufficient evidence of humaneness for this method: should it require specific justification?

APPENDIX II: COMPARISON OF ANNEX III AND THE CURRENT UK USER AND BREEDER CODES OF PRACTICE 
Table 1.2: Rats

Question 64: Is there a welfare need/benefit for retaining 20cm cage height for rats that are >250g and that are post-weaned stock or being used?
Table 1.4: Hamsters 

Question 65: Is there a welfare need/benefit for retaining 15cm cage height?

Tables 2.1 to 2.4: Rabbits

Question 66:  Is there a welfare need/benefit for retaining current UK CoP minimum floor areas for some weights of rabbits over 10 weeks of age? Is there a welfare need/benefit for retaining current UK CoP minimum enclosure sizes for does without litters?

Tables 4.1 and 4.2: Dogs 

Question 67:  Is there a welfare need/benefit for retaining the larger minimum enclosure size? Is there a welfare need/benefit for retaining the larger minimum enclosure size?

Tables 6.1 to 6.4: Non-Human Primates

Question 68:  Is there a welfare need/benefit to retaining the slightly larger minimum floor area for breeding pairs of marmosets?
Table 7.1: Cattle 

Question 69:  Is there a welfare need/benefit to retaining current minimum trough space allocations for ad libitum feeding of individual polled cattle?

Table 7.2: Sheep and goats 

Question 70:  Is there a welfare need/benefit to retaining current space allocations for most weights of sheep and goats?
Table 7.3: Pigs and minipigs 

Question 71: Is there a welfare need/benefit to retaining the current minimum floor area per animals and are there likely to be welfare issues if minimum water flow rates and trough space allowances are not specified?
Table 7.4: Equines 

Question 72:  Is there a welfare need/benefit to retaining the current space allocations for equines?
PART II: IMPACT ASSESSMENT

73: Respondents are invited to submit estimated costs and other details to help refine the Impact Assessment and ensure that decisions on options are taken in the light of full and accurate information.

Competitiveness

74: We would particularly welcome data enabling the impact of the proposal on UK competitiveness to be assessed more fully. This has been identified by the Regulatory Policy Committee as a weak area in the impact assessment.
Different impacts on establishments and sectors

75: There are a number of areas in which the requirements of the Directive may have different impacts depending on the sector implementing them (for example, industry or higher education institutions).  Some of these different impacts have been identified in the impact assessment at Part II. We would, however, welcome further and better information on such effects both in general and as they relate to specific provisions in the Directive. 
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