Update on EU Directive 2010/63

The public consultation on the UK implementation of Directive 2010/63/EU closed on 5 September. During the 12 week consultation period, the Home Office received over 13,000 responses of which about 150 substantively responded to the majority of the questions. A detailed analysis of these responses is underway and a summary will be published in May 2012. The Home Office is developing a draft of the new legislation together with guidance and a code of practice. The new legislation will set the standards for animal research in the UK for the next 20 or more years.

Launch of the Animals in Science Regulation Unit

The Home Office has announced the formation of the Animals in Science Regulation Unit (ASRU) bringing together the Animals Scientific Procedures Division (ASPD) and Animals Scientific Procedures Inspectorate (ASPI) into a single, integrated organisation.

Summary

Directive 2010/63/EU became EU law on 9th November 2010. All 27 EU Member States have two years from that date to pass new, or amend existing, national legislation, to make the provisions of the Directive legally binding. The Directive will formally be applied in all Member States on 1st January 2013. Until then, ASPA remains the UK legislation.

Although the articles of the Directive specify the legal requirements, the methods adopted to achieve those requirements are left to national authorities. Member states are not free to apply less stringent national measures, but they may maintain more stringent measures if these are already in place, provided they are for the protection of animals.

The UK must therefore adopt any provisions which do not currently exist in ASPA. For instance, all cephalopod species will become protected animals. Similarly, the care and accommodation standards set out in ETS 123 (European Convention for the Protection of Vertebrate Animals) are now mandatory under Annex III of the new Directive, and will be enforced in due course.

However, the UK is not obliged to maintain any measures which currently exceed the standards of the new Directive. For instance, ASPA protects the developmental stages of bird and reptile eggs from half way through incubation, whereas the new Directive does not require this.

Gold Plating

The Home Office is under pressure not to “gold-plate” the new Directive, which might place the UK at a competitive disadvantage to other Member States. Consequently, it has been made clear that very good justification will be required to maintain any ASPA standards that are more stringent than the minimum standards of the new Directive. If the Directive were transposed directly into UK legislation, this would be a simple task, with the benefit that no animal research should be ‘exported’ from the UK to another EU state, because the UK had adopted a more stringent interpretation. However, direct transposition into UK law would have to be balanced against the inevitable accusations from welfare bodies that the UK was lowering current standards for expediency and commercial advantage.

The 3 Rs

One of the aims of the new Directive is to implement fully the principles of the 3Rs. Article 47 requires Member States to nominate a single point of contact to provide advice on the regulatory relevance and suitability of alternative approaches proposed for validation. This will be undertaken in the UK by the Chief Executive of the NC3Rs.

Training

The Directive stipulates that “staff shall be adequately educated and trained before they perform any of the following functions:

1. Carrying out procedures on animals;

2. The design of procedures and projects;

3. Taking care of animals;

4. Killing animals.

The training of staff will be the responsibility of the establishment, and institutions will need to have mechanisms in place to monitor training and link this to competence.

Licensing

There is no mandatory authorisation of persons carrying out, or supervising, procedures in the new Directive. This potentially removes the requirement for persons to hold a Personal Licence (PIL), although it is almost certain that the Home Office will require some form of registration in its place. However, it will still be a requirement for staff to be competent in the techniques. The assessment of competence of people carrying out procedures is likely to rest at the local level.

Animal Welfare Bodies

Each establishment must have an Animal Welfare Body (AWB), which will probably replace the current ERP system. The AWB in each establishment must include “at least the person or persons responsible for the welfare and care of the animals and, in the case of a user, a scientific member. The body shall also receive input from the designated veterinarian”.
The AWB is expected to advise staff on matters related to animal welfare, including the requirement for application of the 3Rs, and keep staff informed of relevant technical and scientific developments. It must also establish and review internal operational processes (monitoring, reporting and follow-up) and follow the development and outcome of projects, taking into account the effect on the animals used, and identify and advise on elements that contribute to the 3Rs. The word ‘ethics’ has been removed from the remit of the AWB and does not occur in relation to AWB functions; rather the emphasis is on animal welfare.

Inspections

The Directive states that Member States must carry out “regular” inspections of people and establishments. However, there appears to be a conflict between this requirement and the minimum requirement to carry them out on “at least one third of users” each year.

In any event, the frequency of inspection must be adapted “on the basis of a risk analysis for each establishment”. In the most recent ASPA e-newsletter, the Home Office has indicated that the frequency and depth of inspections will be dependent on how each establishment is working in compliance with ASPA, with its specified licence authorities, and with any conditions placed upon those licences.

“The 'compliance history', overall management and appropriate discharge of duties by those holding positions under ASPA are therefore key determinants in assigning relative risk ratings to an individual establishment. Added to this are considerations of the nature of work undertaken, the species and numbers of animals used for the regulated procedures and the severity of those procedures.
Risk ratings identify the degree of surveillance required within the licensing and inspection programme for each designated establishment. There is no intention that establishments be rated against each other as a result of risk ratings assigned to them, and specific risk ratings will not be published. Risk ratings can change following inspection, resulting in either increased, or decreased, risk and correspondingly an increase or decrease in the frequencies of future inspection”.
Many stakeholders in the UK are concerned that, along with the frequency of inspections, the nature of inspections may also change. The current system combines policing the Act with help and advice to licensees, but less frequent inspections might become more akin to an audit. At the recent Certificate Holders meeting, over 90% of the delegates voted to retain the current inspection programme.

Retrospective Reviews

Retrospective reviews will be mandatory for “all projects using non-human primates and projects containing procedures classified as severe”. The Directive stipulates that “retrospective assessment shall be carried out by the competent authority”. However, much of this function may be delegated to the institution’s AWB for formal reporting back to the competent authority.

