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These submissions represent the views of the following organisations:

Association of Medical Research Charities

BioIndustry Association

Biotechnology and Biological Sciences Research Council

Institute of Animal Technology

Laboratory Animals Breeders Association

Medical Research Council

Society of Biology (Biosciences Federation and Institute of Biology until 1 September 2009)

The Academy of Medical Sciences

The Association of the British Pharmaceutical Industry

Understanding Animal Research

Wellcome Trust

The Directive should not undermine UK and European competitiveness. The Commission proposal 

would create in many areas a disproportionate workload, excessive cost-burden, and unnecessary 

for researchers wishing to work in Europe from other countries.

We disagree with attempts to impose sweeping restrictions or ban or set targets to reduce Non-

Human Primate (NHP) use. This could have seriously negative impacts on fundamental and applied 

science, and on medical advances for patients across the world. Careful ethical evaluation and 

have been bred in captivity) would be problematic.  Before time lines can be established this would 

availability of NHPs to EU researchers.
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confusing and unnecessarily bureaucratic, with potential for unnecessary delays and restrictions 

to research that would not promote animal welfare or the 3Rs. The Directive does not apply 

proportionality, in that the degree of control is not adjusted in relation to the potential harm to the 

animals.

killed for their tissues, and the extension of species covered by the Directive to include embryonic 

and foetal forms of vertebrates, as well as certain additional classes of invertebrate, including their 

animals covered by these extensions.

We support the principle of minimum standards of care and accommodation across Europe (with 

derogations where necessary, eg for farm animal research). The Directive, as currently proposed, 

increasing costs for research, some proposals would be actively deleterious to welfare and may 

compromise the ability of the UK to maintain its animal breeding capabilities.

contributing to the 3Rs has come from research that had other primary aims. ‘Validation’ of the 3Rs 

laboratories in every individual Member State. It is unlikely that these could ever contain all the 

necessary expertise and facilities, and they would be expensive and duplicative.

There is no evidence of widespread duplication. Mandatory data-sharing proposals fail to recognise 

existing initiatives to avoid unnecessary duplication of animal research, the degree of success 

impact on both industrial and academic research in a globally competitive marketplace, even though 

The excessive restrictions imposed by the Commission on the re-use of animals would make 

application of the 3Rs, would have adverse effects on animal welfare.

Directive, not least since this is relevant to important judgments elsewhere in the Directive. Bands 

a lower one.
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We have some overarching concerns which pertain to the draft Directive as a whole, as listed below:

 The legal basis for how the mandatory provisions in 

the annexes are to be implemented and enforced needs to be made clear. The details in Annex IV, 

and in some cases may be detrimental to animal welfare. There need to be provisions to make 

of our sector to evaluate the potential impact of the annexes will depend on how and whether such 

derogations can be achieved. 

There are a number of places where the drafting needs to be tightened 

to avoid potential legal challenges over interpretation of the provisions. This should be a concern, 

not only for our sector, but for authorising bodies. 

 The UK has a tendency to implement EU legislation rigorously whilst other 

Member States do not do so consistently. This has led to tighter regulations being implemented 

in the UK. We are concerned that the ability of Member States to adopt stricter national measures 

counter to the aim of harmonisation, and may result in further disparities between Member States 

than what the Directive is currently trying to address. Our preference is that this should not interfere 

Procedures) Act 1986 (A(SP)A) are more restrictive than the current draft Directive. We consider 

In this response, all reference to “Amendments” refer to the respective numbered amendments 

.

TA-2009-0343
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–

This Directive should apply to the accommodation and husbandry of animals used or intended to 

in that raising the level of bureaucracy and cost around using isolated organs and tissue removes an 

incentive to use them instead of using living animals. It therefore runs counter to the 3Rs agenda. 

An alternative approach could be to include animals killed for organs or tissues within the 

of animals used (a regular criticism of animal research) and would bring the UK in line with a 

number of Member States that already do so. However, we would not wish to see included in these 

numbers animals culled during breeding. Simply counting them would be an additional unnecessary 

We would prefer to see in the Directive an explicit exclusion ensuring that humane killing is not 

regulated as a procedure. In general, our sector supports the operation of the current UK system 

of the humane killing of protected animals under Schedule 1 of the A(SP)A, and would support a 

–

Including all embryonic and foetal forms of all the proposed protected species from the last third 

of their development is arbitrary, since sentience has not been established for all of them, notably 

invertebrates. Amendment 30 has thus helpfully restricted the “independently feeding larval 

forms and embryonic or foetal forms” to species of mammal as from the last third of their normal 

embryos, which are used as alternatives to higher animal species. We support this, since including 

them in the scope would subject them to administrative procedures listed in the Directive, and 

discourage further research on alternative methods using these immature non-sentient forms. 

However, there needs to be clarity on what constitutes “immature” for free living vertebrate forms 

–
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form cephalopods, such as octopus (Superorder Octopodiformes

Decapodiformes). There is some evidence that these animals may experience pain as a result of 

having well developed senses and complex nervous systems. 

enormous numbers, given the density of immature planktonic forms in every sample of seawater. 

Over the past 10 years, the BBSRC, MRC and Wellcome Trust have funded the following numbers 

Number of grants BBSRC MRC WT

Cyclostomes 6 0 2

Cephalopods 5 0 11

Decapod crustaceans 2 0 0

Totals 13 0 13

Figures from other funders (including the private sector) are not available.

–

and veterinary and animal welfare legislation, so as to ensure that clinical trials are covered by one 

of them. A sensible dividing line could be to exclude tests on animal patients under veterinary care 

(including clinically normal animals such as in vaccine trials) but to include any tests on purpose-

bred animals. 

–

The generic wording of the Directive should be such that, of practicable methods to achieve the 

objective, those causing the least pain, suffering, distress, and lasting harm must be employed in 

addressed here. 

Whilst clearly the most appropriate humane methods should always be used, there are some 

there is consistency between groups. Since judgments need to be made, the Directive should not be 

overly prescriptive.
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–

i)  ‘lasting harm’ – whether death is considered a lasting harm; and

ii) ‘procedure’ in Article 3. 

exempted. We prefer to retain wording based on not causing pain, suffering distress or lasting 

procedure to be highly problematic, because there is always a remote possibility that anything done 

to an animal “may” cause pain, suffering, distress and lasting harm even when it is neither likely nor 

support the substitution of “is likely to” or “is expected to” instead of “may” throughout the text of 

the Directive.

–

procedure in Amendment 34, suggested to cover “may or may not cause pain etc” is all-embracing 

–

be limited to those which are reasonably and practicably available, and to those that have been 

appropriately validated for the relevant purpose. 

We note that it is not within the remit of a Member State to “ensure that the alternative method is 

used”. Rather, the Member State may only refuse to authorise the use of protected animals.

embryonic and foetal cells as alternatives, and the ethical concerns about that use. Where the use 

of human embryonic and foetal cells does constitute a viable alternative to the use of animals, this 

should only take place in those Member States where the legislation allows it.

–

Amendment 51.
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In order to allow the development of medical devices, we support the addition of “or treatment 

(including development of medical devices) of disease” to point 2a.

–

establishment are killed by an authorised person and with a minimum of pain, suffering and distress, 

and in relation to the species included in Annex V, using an appropriate humane method of killing 

as set out in that Annex. 

There is need for clarity over humane killing outside designated establishments, such that there is a 



9

–

We have no major concerns about the provisions relating to the use of endangered species, and 

support the position taken in the draft Directive. We support the helpful intention of the Home 

be unaffected. It is, however, important that the provisions on release do not preclude the release of 

wild-caught animals (especially of endangered species) used in wildlife or other studies. 

We believe it is widely recognised and agreed that none of the monkey species commonly used in 

research is endangered, and the Directive should acknowledge this.

–

We agree with the statement in the draft Directive that use of NHPs is of highest concern to the 

public. However, the UK public remains supportive of research, including the use of NHPs, when 

appropriate and proportionate controls are in place. The revised Directive should recognise the 

positive contribution that the use of NHP has made, directly and indirectly to treatments for humans 

Committee on Health and Environmental Risks (SCHER) report, which cites internationally peer 

Limiting the use of NHPs to “life threatening or debilitating clinical conditions” as per Article 8 

(1) (a), would: (i) substantially restrict fundamental research crucial to further development of 

(iii) slow innovation and vaccine and drug development and commercial collaboration.

of medical advance clearly shows it will not be possible for those administering the Directive to 

distinguish between projects whose object is better understanding and greater knowledge from those 

The protections and controls for the use of NHPs are already very stringent, including ethical 

NHPs are used for trivial purposes in Europe and the high costs of such research mean that funders 

are likely to be particularly selective and only fund work which has been deemed very important 

through peer review 

on the use of NHPs, and believe they should be supported.
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–

the safeguard clause be retained. For example, vaccines for Hepatitis C are being developed in 

chimpanzees, as that is the only other species, aside from humans, which develops a Hepatitis C 

infection. It is essential that researchers are able to use great apes, should the need arise, especially 

as we are repeatedly seeing new disease variants and as global pandemic threats emerge.  The 

Our organisations understand that the commitment of the UK government not to allow the use 

exceptional circumstances, and consider therefore that this provision is close to a ban on the use of 

great apes consistent with current UK policy. 

The right must be retained to use great apes for the preservation of great apes, such as for the 

development of a vaccine in the event of a new infectious disease, or the spread of an existing 

disease.

–

In principle we support the implied intention of the draft Directive not to permit the use of wild-

caught animals for medical research, although we consider this should be restricted to vertebrates. 

This is consistent with current practice in the UK and can be supported as long as there is exemption 

We would prefer to see an automatic exemption where wild animals are the subject of study under 

Article 5 paragraphs (4) and (5) written into the Directive. In light of environmental threats such as 

climate change, pollution and habitat destruction, it is vital that, for example, conservation studies 

can proceed without undue bureaucratic impediment. 

It should be noted that some genetic strains of mouse lines used for experimental purposes were 

originally taken from the wild  to develop  mouse lines and so these are not purpose bred.

–

The Directive should make allowance for the ability to use wild animals for agricultural, veterinary 

and wildlife research as appropriate. In addition, if invertebrates are included in the scope, then it 

might be acceptable to use animals taken from the wild.

A number of institutions or organisations that we are aware of are suggesting additional animals 

which need to be listed in Appendix II. 
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–

It is unfortunate that the Directive was drafted before the publication of the SCHER report. We hope 

The provision for the switch to F2+ NHPs will compromise supplies of such animals for EU 

research programmes. Demand already exceeds supply and it is likely that breeders will favour 

market share made up by EU research. 

of animals kept in captivity for breeding purposes. This has potential adverse animal welfare 

implications, contradictory to the intended aim.

tests to assess the safety of new drugs and in neurological disease models such as Parkinson’s, 

infectious diseases, and in the production of vaccines. 

impact on fertility rates and other physiological parameters. These studies need to be properly 

We therefore support Amendment 60 which provides that an animal welfare assessment and 

entry into force of the Directive.

The Commission suggests that its proposals are intended to encourage the move towards F2, whilst 

research programmes which have uncertainty over the availability of NHPs hanging over them, and 

(iii) it would strongly deter major investment into Europe in the current internationally competitive 

climate.

–

The welfare of these animals is regrettably poor at times. We would therefore suggest that research 

is allowed on these species under Article 5 point 5, as under Amendment 51, but not for other 

reasons.
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–

We have concerns relating to the proportionality of the administrative systems of approval. There

principles of better regulation, or appropriate amendments to the Directive to automatically exempt 

these studies (for example from the prohibition of using animals taken from the wild).

–

We support the proposals in the draft Directive.

–

We agree that death as an endpoint of a procedure is to be avoided unless strictly necessary – but 

this would be considered during the ethical review process in any event. We support the intention 

for their tissue and organs, will be considered to fall out with this restriction. (see also answer to 

Question 1).

–

We recognise that anaesthesia and analgesia must be used for surgical interventions. However, pain 

animals, where this is compatible with the objectives of the procedure, but this would be determined 

are concerned that compliance with Article 14 may cause unforeseen legal problems.

– paragraph 5 should stipulate that where analgesic use is not possible, the animal shall be 

resulted in authorisation to continue the procedure”. 

appropriate analgesia even though they are not at risk of considerable pain. We note that 

Amendment 68 removes the word “considerable”. We are concerned that this provision would cover 

any potential occurrence of any degree of pain, even if it might be no more than mild or transient 

even when the adverse effects of drug administration may exceed that of the procedure. It may be 
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–

Directive. Clear bands must appropriately encompass all levels of regulated use, so as to encourage 

typical” or the “worst possible or maximum” outcome for the animals, and on whether the re-use 

of the re-use.

We believe it would be appropriate to adopt the UK terms of mild, moderate and substantial rather 

than those proposed in the Directive. The use of the term ‘substantial’ is preferable to the term 

harm to animals should not be authorised.

input to this process.

–

We do not support the provisions of Article 15 which prohibits “severe” procedures if the pain, 

restriction could preclude research into the most debilitating or serious human and animal diseases. 

it. A reference point in human clinical conditions could be appropriate here: the procedures to be 

undertaken would be no worse than those suffered by human patients and would almost always be 

far shorter-term (eg about two weeks for arthritis studies in rodents compared with decades for the 

research, subject to proper ethical review.

–

The excessive restrictions imposed by the Commission on the re-use of animals would make it 

number of animals used. By hindering the application of the 3Rs, they would also adversely affect 

animal welfare.

use of animals. We wish to clarify that our sector is not seeking to increase the re-use of animals 

beyond what is currently allowable under UK legislation. We accept the need for restrictions, and 

that re-use should involve neither repeated severe suffering, nor prolonged and cumulative high 
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guidelines developed in consultation with stakeholders, together with ethical evaluation and 

veterinary determination for individual cases.

–

only during the transition to a post-procedure husbandry system, not for the rest of the animal’s life, 

which would not be under the jurisdiction of the veterinary surgeon to control. 

–

tissues, is an improvement on the Commission proposal.

–

The current wording is restrictive; for instance it would apparently not permit release of farm 

animals that have been used in research back into a farming system. We therefore support 

original habitat or return them to a husbandry system appropriate to the species.
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–

we support Amendments 81, 82 and 83.

We agree that harmonisation of authorisation of persons and projects is an important part of both the 

free movement of skilled labour and EU-wide research collaboration. While this is recognised in the 

–

suppliers for all species needs to be re-considered (particularly if invertebrate species are to be 

included). The practicalities of ensuring supply of less commonly used animals from authorised 

limitations far outweigh any marginal welfare gains.

–

–

We agree with the intent, but the stipulation of “obtaining consistent results”, while desirable, is 

–

staff must be on call at all times, we are concerned about the interpretation of Amendment 86 

necessarily on-site, let alone on every site within an establishment. 
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–

The wording of Article 24 should not be so detailed or prescriptive. It should identify clearly the 

the outcomes. It is potentially problematic in several respects. 

Article 24.1.b places the legal onus of “ensuring” compliance on the care staff, which could 

potentially undermine relationships, particularly with the project licence holder. The A(SP)A does 

is unduly compromised will likely be undertaken informally by the Named Persons. This informal 

working relationship can be maintained. This should be possible by maintaining a separate external 

Inspectorate.

non-compliance that adversely affect animal welfare should be reported to the national inspection 

body as well as the ethical review body.

appropriate for studies on non-laboratory animals (eg farm or wild animals). 

–

We have had no objections to the way lay members join the ethical review process in the UK. It is 

them, particularly in certain institutions, for example those which are small or geographically 

isolated.

We would oppose any provisions for individuals or organisations which actively campaign against 

the use of animals in research to have a right to be involved in the ethical evaluation process or 

body. The right of appointment to the permanent ethical review bodies (PERBs) should rest with 

the institution. Experience in other countries is that where this is not the case serious disruption to 

research can ensue. 

–

This article should be based on more general provisions, setting out the intended objectives which 

the PERB should achieve, rather than the detailed description of their operation and tasks. 
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would add substantially to costs. We therefore support the limitation, in Amendment 89, of annual 

reviews to those projects of greatest welfare concern. 

We remain concerned at the lack of clarity over the institutional vs competent authority roles in 

ethical review. For instance, although Article 26.1 a-c is about providing advice, paragraph 1 d-e is 

about implementing regulation, which elsewhere is stated to be the role of the competent authority, 

not the PERB. Such overlap and duplication should be avoided. 

–

This is another aspect where the Directive runs counter to the SCHER report. We share the Home 

provision can only apply to breeders and suppliers located within the EU, then its impact is unclear. 

–

of cats and dogs etc to domestic homes (which is presumably what is intended), (b) the release of 

agricultural stock to commercial farming enterprises or the release of wild animals back to the wild, 

This is an example of where having two separate Articles rather than one risks causing confusion 

rather than clarity. 

–

What is appropriate also depends on other provisions within the Directive, such as the extension of 

the scope to cover potentially large numbers of non-sentient animals. 

We support Amendments 94, 95 and 96, although amendment 95 should stipulate “mammals” rather 

than “vertebrates”, and should only take effect at weaning rather than at birth.

–

Amendment 98. Where animals are imported or reared in semi-extensive conditions, it may not be 

–

 No.
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–

We support the principle of minimum standards of care and accommodation across Europe (with 

derogations where necessary, eg for farm animal research in a commercial setting). The Directive, 

As well as greatly increasing research costs, some proposals may compromise the UK’s ability to 

maintain its animal breeding capabilities and some areas of research. Relying on imports would 

be bad for welfare (increased transport times, reduced controls over accommodation) and would 

A preferable solution would be for the recitals to refer to Appendix A as preferred guidelines. 

Minimum standards in Annex IV could then be based on established criteria, striking a balance 

between animal welfare and cost.

An alternative proposal is that Appendix A should be the formal basis on which national authorities 

judgment.

discrepancies will be.

Some in our sector have concerns over reverting more to the terms of ETS123, namely the controls 

in terms of both capital expenditure and energy consumption. Moreover they can be actively 

deleterious to welfare because of (a) the reduction in environmental enrichment that complete 

consistency generates and (b) the substantially enhanced risks that the highly complex control 

that relative humidity controls not be included in the Directive in terms other than the generic 

one of ensuring that animal welfare is safeguarded. Exceptions to daily observation of animals 

(Amendment 100) should be permitted when welfare could be compromised (eg rodent neonates or 

–

the power exercised are proportional to the welfare issues under inspection. We support a risk-based 

a year (depending upon institutional size and the scope of work) with some proportion of visits 

unannounced could contribute to greater compliance. However, announced visits can also result in 

improved co-operation and information exchange between the inspectorate and the institution. Such 

co-operation is an important part of identifying ways to improve standards.
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We would wish to see a minimum level of inspection maintained, so do not necessarily support the 

–

with Amendment 186. We concur with the points made in paragraph 145 on biosecurity and 

–

unnecessarily bureaucratic, with potential for unnecessary delays and restrictions that would not 

promote animal welfare or the 3Rs. Proportionality should operate in particular in relation to the 

degree of control against the severity level, and to some extent the species (and their stage of 

development) intended to be used.

The Directive should therefore seek to identify the outcomes it is intending to harmonise, rather 

than the mechanisms to achieve them. The Directive should set out as clearly and simply as 

possible the relationship between ethical evaluation and authorisation, and what elements need to be 

deliberated only once.

The main elements of proportionality which we would propose are as follows: 

sensitivity used, then considerably less detail should be needed in relation to information 

(including ethical evaluation) should be linked to the severity.

ASPA. However, the scope of the Directive may become considerably broader and include aspects 

(such as humane killing for tissues, and microscopic invertebrate animals) that are currently not 

delay before implementation, so that the competent authority has an opportunity to pick up on any 

circumstances. For example, in the case of minor technical amendments to project licences which 

of licences involving routine mild or non-recovery procedures.
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authorisation. We therefore reiterate that our primary concern is the proportionality of the system 

and the effective functioning of its administration.

–

evaluation, so that applicants do not have to re-assemble the same information in a slightly different 

way. 

We support the intent of the proposal to allow applicants to submit a reduced project proposal for 

“mild” projects. However, we would wish to see a far less prescriptive approach to begin with, and 

more comprehensive and explicit methods for achieving proportionality.

the Directive (species, stages and procedures). 

We consider that the use of the word “indispensable” in Amendment 110 and 111 is a translation 

error, and should read “necessary”.

Persons involved in the project may change over time, and therefore authorisation is not an 

–

for authorisation and ethical evaluation. We would wish to see these harmonised.

While we are supportive of seeking the views of experts who are entirely independent of the 

“integrating the opinion of independent parties”. At the very least, the wording should be amended, 

the right of appointment of the independent parties with the institution. It would, for example, be 

impossible to properly integrate into ethical evaluation the views of individuals and organisations 

who completely oppose animal research.

–

burden. We support Amendment 120 to exempt projects with procedures rated “up to moderate” 

from retrospective assessment. 
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There is also the issue of how retrospective assessment relates to any annual review. Potentially at 

likely to result.

–

This provision is acceptable as long as there is greater clarity about how ethical evaluation works 

to establishments or the public. This needs to be considered. 

agenda.

–

We support the proposal that the lay summary of work outlined in the project licence (generated 

by the applicant) should normally be made publicly available. Ideally we would wish to see more 

information rather than less in the public domain about animal research, including information 

relating to project licences. 

the safety of staff and premises, and the integrity of intellectual property. Enforced disclosure of 

some project summaries would immediately identify the institution and could put it at risk of illegal 

harassment.

The derogation for a reduced project application under Article 36(2) appears attractive in reducing 

reduce the amount of information published. Furthermore, information which was published would 

be skewed towards projects and procedures of higher severity, potentially giving a misleading 

impression of the nature of animal research.

We therefore support the provision of non-technical summaries for all projects, subject to necessary 

derogations and exemptions.

–

the competent authority. 
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–

impact of the proposed change. To this effect, we support the principle of Amendment 128, 

severity level is not increased (rather than when severity is not increased), and should be sent to the 

competent authority in advance of implementation, not in arrears.

–

We welcome, in principle, deadlines for authorisations, but we believe such deadlines should 

also cover ethical evaluation. Currently this could apparently be open-ended (depending on how 

the competent authorities are designated) which could cause substantial delays. Deadlines would 

especially be of importance should the “independent parties” in ethical review be permitted to 

include individuals or groups opposed to the use of animals; default authorisation would limit 

applications should be dealt with promptly and that applicants should know when to expect a 

decision.

We recognise the concerns that allowing authorisation by default risks undermining the credibility 

of the regulatory system, and hence public support. In addition, it potentially represents a way for 

Member States less interested in compliance with this Directive to evade their responsibilities. One 

reported to the Commission. An alternative approach would be to adopt a system more like the UK 

which is based on targets rather than absolute deadlines. However, this may present problems for 

more diffuse systems of authorisation, such as regional ethics committees, and as intimated above, it 

could leave open the opportunity for some projects to be seriously delayed at ethical review. 

This Article and the consultation document raise the issue of the link between ethical review and 

authorisation. It is not clear to us why authorisation should be delayed once ethical review is 

complete, although it is acknowledged that in some complex cases ethical evaluation may take 

some time. 
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–

unnecessary duplication.

to avoid duplication of procedures. However, Commission and European Parliamentary proposals 

for mandatory data-sharing are likely to disproportionately increase costs with little animal welfare 

property rights. This could threaten both the viability of pharmaceutical research in the EU and the 

competitiveness of academic institutions. 

It would be administratively impossible to “ensure” that every item of data is shared. The word 

“ensure” should be amended to “encourage” in the original proposal.

Both industry and academia are already actively engaged in data-sharing initiatives, one of whose 

initiatives already in operation, including those of the UK research funders, and we welcome more 

such plans where they are rationally conceived. We believe, however, that the Directive should 

applying this practice across all areas.

–

While alternatives should be used where available and appropriate, they should not be mandated 

EU. This could result in an increase of animal use (if both isolated tissue and animal studies were 

We support the 3Rs initiative to develop alternative methods. However, it must continue to be 

bioscience sector funds and works closely with the National Centre for the 3Rs on programmes to 

support the 3Rs in research and embed them in daily practice. The NC3Rs in turn fund 3Rs research 

adopted across the EU.

–

The proposals for National Reference Laboratories are unnecessarily duplicative, are not feasible to 

They would divert funding away from the expert research groups that can promote the 3Rs 
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We again suggest that the NC3Rs model of encouraging and facilitating the development and 

application of alternative approaches in academic and commercial institutions is a more effective 

available and applicable to each member state, but not necessarily housed within it. 

–

We consider the obvious solution would be to amend the remit of the Animal Procedures 

Committee. However, we see no reason why the Directive should be so prescriptive in the exact 

roles of the national animal welfare and ethics committees. We do not see that there is any “market” 

which needs harmonisation. 
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–

We support the contention that detailed technical annexes need to be regularly updated to make the 

best provision for animal welfare and science. This process for updating such annexes should not be 

the balance of opinion of a group of stakeholders. As a general point of principle, we consider it 

–

We would support the establishment of a common format for reporting; without harmonisation 

across Member States the reporting will be meaningless.

Whilst the production of statistics is but one small part of the regulatory system, it does add to the 

administrative burden. We would wish to see efforts made to ensure the process is streamlined, and 

–

We strongly argue that the safeguard clause be retained. We consider that it is unlikely to have any 

impact on current practice in the UK, except in very exceptional circumstances, for example in light 

of recent global pandemics.

–

If there is to be a committee, we share the preference for greater clarity in its composition and remit. 

could then be conducted or coordinated by this committee.

–

of reports, we believe that the technical annexes if implemented as currently proposed may need 

permit welfare developments to be incorporated without the need for amendments to the Directive.
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of the Directive, as suggested in the consultation. However, we would wish to see that these 

stakeholders. Moreover they should be proportional in addressing primarily those issues of greatest 

welfare impact or regulatory burden. We would not support a mandatory provision to “set targets 

The reviews would need to take into account the legitimate interests of science and medical 

advancement, as much as animal welfare and the 3Rs.

The purpose of undertaking a thematic review and how the outputs will be used in the future 

development of regulatory policy in this area should also be made clear.

–

We are strongly against the multiple reviews that are proposed across these several Articles. First, 

the wording should allow developments without review. Second, one review process should cover 

all aspects, otherwise the overlap between reviews will be bureaucratically very pedantic and 

expensive. We would wish to see this and other reviews conducted by a committee encompassing 

Whilst every 10 years may be acceptable for review (although the current Directive and ASPA have 

served tolerably for over twice as long), we have concerns with proposed shorter periods in other 

cases. For example, Amendment 59 calls for review of non-human primate use every two years. 

This would mean an almost continuous process of revision, which is unrealistic. There appears to 

be an assumption behind this and other similar amendments that many new alternatives will have 

been discovered within such short time periods; we would not wish to support these unrealistic 

expectations. Moreover we again emphasise that the terms of the Directive should ensure that 

legislation.

–

We support this article, but reiterate our concerns that in places the draft Directive is overly 

and authorisation, and in the arrangements for record-keeping between competent authorities and 

user establishments, the wording in many places could be improved.

opportunity to review options within the UK, but in view of the remaining uncertainties over the 

government to take the opportunity to think broadly and creatively in the interests of serving both 

animal welfare and better regulation agendas. 

–

This is an area where some degree of harmonisation is essential. Some Member States could 

in effect bypass some or all of the controls by imposing minimal penalties for non-compliance. 
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If penalties are substantially different between member states, then that may generate pressure 

for work to be transferred from those States with stronger penalties to those with weaker ones, 

The proposal that penalties must be effective, proportionate and dissuasive is right, providing that 

potential wide variation in scale of non-compliance. It is important that the threat of penalties does 

not result in the loss of the UK culture of self reporting non-compliance.

No.
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–

This Annex (if these invertebrates remain covered) should read as follows:

Cephalopods

– as covered in our response to 

Question 3.

–

No.

–

This Annex should be revised or become redundant if a feasibility study is carried out (see Question 

16).

–

this Annex could actively impair welfare. This is partly because of discrepancies in the wording, 

and partly because of the lack of supporting text to interpret the standards. 

–

the details of this Annex. 

We agree that the common methods for humane killing should be listed and further that the use of 

and project licensing, as is currently the case under A(SP)A. We therefore support Amendment 53.
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relatively easy to use with reliably humane results. 

important to ensure that changes could be made rapidly by comitology. 

–

across member states. Published curricula are available (including in EU documents) and could 

be referred to in the Recitals. The Commission should, with stakeholder input and based on such 

published curricula, develop a core curriculum in time for inclusion in the Directive. Without that, a 

core Commission aim of the revision, namely to promote mobility of research workers, will fail. 

–


