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Module L: National Legislation
The Animals (Scientific Procedures) Act 1986

The Animals (Scientific Procedures) Act 1986 is the law which regulates the use of animals in research in the UK. This is based on Council of Europe European Convention ETS 123 for the Protection of Vertebrate Animals used for Experimental and other Scientific Purposes (originally passed in 1985 and amended in 2006). This convention sets out minimum requirements for the care and use of animals in scientific procedures. The EU as a whole has ratified the Convention, and so all EU member states are obliged to implement its provisions in their national legislation. EC Directive 2010/63 was issued in September 2010: this is the implementation tool, which tells EU member states what to put in their national legislation. 

In the UK, these requirements were implemented in 1986, under the Animals (Scientific Procedures) Act 1986, which makes provision for the protection of animals used for experimental or other scientific purposes in the United Kingdom. 
Sources of information

· Home office website: https://www.gov.uk/research-and-testing-using-animals
· Guidance on the operation of the Animals (Scientific Procedures) Act 1986

· Codes of Practice

· EU directive 2010/63

· National Centre for the 3Rs: http://www.nc3rs.org.uk/

· RSPCA: http://science.rspca.org.uk/sciencegroup/researchanimals

· Laboratory Animal Science Association: http://www.lasa.co.uk/ (record keeping, supervision)

· Institute of Animal Technology: http://www.iat.org.uk/

· Locally – Home Office Liaison Contact, Named Veterinary Surgeon, Named Information Officer, Named Training and Competence Officer
Before applying for a personal licence to work with animals, you should make sure you understand the terms and conditions under which you may hold a licence under the Animals (Scientific Procedure) Act 1986. You must read the Guidance on the Operation of the Animals (Scientific Procedures) Act 1986 before applying for a licence. 

This should be available in your unit, or alternatively you can access it on the Home Office web page. 
The Act is administered in England, Scotland and Wales by the Home Office, and in Northern Ireland by the Department of Health.

Scope of the Act 
The Act regulates the use of Protected Animals in Regulated Procedures.

ASPA aims to ensure that animal research is original and justified, and that harms caused to animals are minimised. Wherever possible, a scientifically satisfactory method which does not require the use of animals must be used. If animals do have to be used, the number used must be reduced to a minimum, and the breeding, accommodation and care of animals and the procedures used must be such as to eliminate or reduce to the minimum any possible pain, suffering, distress or lasting harm caused. In addition, the actual severity experienced by the animals used must be assessed and recorded. 

ASPA is an Enabling Act, which permits licence holders to conduct of activities which are otherwise prohibited by other legislation. This protection only applies however provided the terms and conditions of ASPA are being complied with. Other legislation may still apply, such as the Veterinary Surgeon’s Act and the Veterinary Medicines Regulations. 
Protected animals

The Act defines a “protected animal” as ‘any living vertebrate, other than man, and live cephalopods’
Protection extends to certain immature forms from the following stages of development.

· Mammals, birds and reptiles – from the last third of gestation or incubation period (see Appendix 1)
· Fish, and amphibia– from the time at which they become capable of independent feeding.
· Cephalopods – from the end of the embryonic stage (usually at hatching)
Definition of death

A protected animal is regarded as being alive until permanent cessation of its circulation or the destruction of its brain has occurred.  For example, as brain destruction is incomplete in decerebrate animals, such animals are considered to be living for the purposes of the Act, and are therefore protected.  Appropriate licence authorities are required, both for the decerebration and for the use of animals so prepared for experimental or other scientific purposes.

Regulated procedures

A “regulated procedure” is defined as a procedure applied to a protected animal for an experimental or other scientific purpose which may have the effect of causing that animal pain, suffering, distress or lasting harm equivalent to or higher than the introduction of a needle in accordance with good veterinary practice
i.e. The purpose of the procedure, and the degree of suffering caused determine whether or not licence authorities under the Act are required. For a procedure to be regulated, it must be carried out on a protected animal, and be for a scientific purpose, and have the potential to cause pain, suffering distress or lasting harm.

Procedures are also regulated if they are part of a series or combination of procedures which together cause pain suffering distress or lasting harm, or if an animal becomes protected in the course of a procedure. Thus, the following procedures are regulated procedures:

· A combination of several individually innocuous procedures which together cause distress
· A procedure started on an embryo which then develops to term, such as the manipulation of germ cells or embryos to alter the genetic constitution of the resulting animal 
· The breeding of genetically modified animals, if the intention is to maintain the animals produced beyond two thirds of the way through gestation or incubation.  

If there is any doubt as to whether a proposed procedure will or will not be considered a regulated procedure advice should be initially sought from your NVS or NACWO.  If there is still a doubt your local Home Office Inspector should be consulted.  

Scientific purposes

ASPA restricts the purposes for which animals may be used in research. These are called qualifying purposes. These are: 
· Basic research
· Translational or applied research with one of the following aims
· prevention, diagnosis or treatment of disease
· physiological studies
· animal welfare or production conditions
· Production and testing of drugs and foodstuffs 
· Protection of the natural environment 
· Preservation of the particular species of animal
· Education or training 
· Forensic enquiries
It is not possible to obtain a licence to use animals for a purpose which does not fall into one or more of these categories. 

Exemptions

The ringing, marking or tagging of an animal for the primary purpose of identification is not a regulated procedure, provided it causes no more than momentary pain or distress and no lasting harm. Examples of appropriate methods are ear punching or tagging, tattooing or microchips, commonly used for larger animals and increasingly for rodents.  

The humane killing of a protected animal is a regulated procedure only if:

· the animal is killed for an experimental or other scientific purpose; and
· the method employed is not one appropriate to the animal as described in Schedule 1 to the Act. Schedule 1 is a list of approved methods of humane killing, which do not require personal or project licence authority. See Additional controls
Procedures applied to animals in the course of a recognised veterinary, agricultural or animal husbandry practice are not regulated procedures. Similarly, giving substances or articles to animals as part of a medicinal test under the Medicines Act is not regulated under ASPA 

The system of control

ASPA exercises control at three levels, on the person, the project, and the place. 

No person can apply a regulated procedure to an animal unless:

a) they hold a personal licence qualifying them to apply a regulated procedure of that description to an animal of that description (Procedure Individual Licence, PIL); and
b) the procedure is applied as part of a program of work specified in a project licence authorising the application, as part of that program, of a regulated procedure of that description to an animal of that description (Procedure Project Licence, PPL); and
c) the place where the procedure is carried out is specified in the project licence. This will normally be a place licensed under ASPA Section 2C (Procedure Establishment Licence, PEL).
Summary

· The Animals (Scientific Procedures) Act 1986 makes provision for the protection of Protected Animals used in Regulated Procedures. 

· Protected animals are any living vertebrate other than man, and cephalopods.
· Regulated procedures are those carried out on protected animals, for a scientific purpose, which may have the potential to cause pain suffering, distress or lasting harm. 
· ASPA exercises control at three levels, on the person, the project, and the place. 
Before beginning a regulated procedure, you must check that your personal licence qualifies you to perform that technique on that species of animal, that the project licence authorises the technique for the proposed purpose, and that the place where you propose to do it is specified in the project licence, and is covered by an Establishment licence if applicable.

Personal Licences

A personal licence is concerned with the competence of the individual. It is the personal licence holder who bears the primary responsibility for the health and welfare of animals on which they have performed regulated procedures. 
Personal licence applicants must be at least 18 years of age with appropriate education and training. Applications for personal licences are usually endorsed by the person responsible for training nominated in the section establishment licence (see below), who has knowledge of the education, training, experience and character of the applicant.
A personal licence qualifies the holder to apply regulated procedures to specified animals.  The personal licence indicates that the holder is a suitable and competent person to carry out regulated procedures, but these may only be performed if authorised by a project licence. The personal licence includes a list of the categories of techniques which may be applied and to which animals, and a set of standard conditions which define the responsibilities of the personal licence holder (See Appendix 3). Additional conditions may be added by the Secretary of State.  

Training Requirements and supervision

Personal licences will only be issued to individuals who have received appropriate education and training.  Personal licence holders must achieve and maintain competence in the regulated procedures applied to the protected animals. Until technical proficiency and competence are attained, the project licence holder must make suitable arrangements for the supervision of personal licensees. The level and extent of necessary supervision and training should be reviewed and agreed periodically by the project and personal licence holders. The Home Office regards this as an important responsibility of project licence holders and expects them to be able to demonstrate that appropriate supervision and training are actively provided for the personal licensees working under their direction and control.

Project Licences

Project licences are granted by the Secretary of State and specify a program of work and authorising the application, as part of that program, of specified regulated procedures to animals of specified descriptions at specified places’. A ‘programme of work’, is considered to be the combination of regulated procedures and endpoints to be applied to protected animals to achieve the objectives specified in the project licence. 

Project licences are in force for a maximum of 5 years. Programmes of work may continue for longer periods, but a new licence must be applied for every 5 years. 
Project licence holder

Project licences are granted to someone who can take overall responsibility for the program to be specified in the licence. This person will normally be proficient in the regulated procedures to be performed, and also be able to design and manage experiments, supervise and guide personal licensees, and implement the three R’s of reduction, refinement and replacement as much as possible. 

Project licence structure
The project licence is divided into a number of sections, A-E, and sets out what can be done to the animals, and the purpose for which it can be done. 

Section C includes the background to the scientific objectives to be pursued, and benefits likely to accrue from the work. Section D is the plan of work, which sets out how the objectives are to be achieved and explains the animal models and procedures to be used. In section D, there are also sections for the licence applicant to explain how the three Rs have been implemented in the programme of work.  

The protocol sheets (Section E) describe the procedures to be applied to an individual animal. These must incorporate best practice and be applied competently. This part of the project licence should provide a full description of the measures proposed to prevent or minimise the adverse effects. These may include the specification of humane endpoints and control measures (such as inspection schedules, the criteria used to assess the adverse effects, and the means to be used to minimise them). Endpoints should be set to provide for a number of eventualities: the research objectives having been achieved (scientific end point), the realisation that they cannot be achieved (error end point), or when welfare problems are encountered (humane end point).

Procedures are classified according the anticipated severity to be experienced: these reflect the maximum severity that an individual animal on a protocol is allowed to experience. These may be mild, moderate, severe, or non-recovery (for procedures carried out completely under terminal anaesthesia). 

During the assessment of a project licence application, the adverse effects will be weighed against the likely benefits, so these need to be clearly specified in the project licence. 
The Act requires that the likely benefits are maximised, while harm caused to the animals is minimised. Applicants must set out the measures they have taken to ensure that the three R’s of replacement, reduction and refinement have been incorporated maximally in the programme of work, whilst remaining consistent with the achievement of satisfactory results.

The 3 R’s – Replacement, Reduction and Refinement

Replacement: A project licence will not be granted unless the purpose of the work cannot be achieved without using live animals. 
Reduction: If animals have to be used, the procedures must use the minimum number of animals. 

Refinement: the procedures used must involve animals with the lowest degree of neurophysiological sensitivity, cause the least pain, suffering, distress or lasting harm, and be most likely to produce satisfactory results.

The minimum number of animals must be used to meet the objectives of the programme of work. It is recognised, however, that the number of animals may sometimes be reduced if additional suffering is caused to fewer animals. In general, the method should be chosen which causes the least suffering or distress.

The Responsibilities of a Project Licence Holder include:

1. Ensuring that the 3 Rs are implemented throughout the lifetime of a project. If a better method is developed during a project, it is expected that it will be used. 

2. Ensuring compliance with the terms and conditions of the project licence. 

3. Ensuring the plan of work and procedures are made available to personal licence holders

4. Provide appropriate levels of supervision for personal licensees carrying out regulated procedures under the authority of his/her project licence.

To enable a Project Licence Holder (PPL) to manage a project efficiently everyone involved must be fully aware of the contents of a PPL and of their responsibilities.  It is particularly important that everyone involved has access to an up-to-date copy of the licence. 

Other controls

Special species

The Act requires additional justification for the use of particular species. Cats, dogs, equidae and primates may not be used unless no other species is suitable or it is not practicable to obtain them. Animals taken from the wild and endangered species are also afforded additional protection. 

Fate of animals at the end of procedures and re-use

ASPA requires that once a series of regulated procedures is finished, the animals are killed if they are suffering or likely to suffer adverse effects. If a veterinary surgeon determines that they are not suffering or likely to suffer, then they may remain alive at the designated establishment. Animals can then be discharged from the controls of the Act, e.g. to a farm or to be kept as pets, if they will not suffer if they cease to be kept at the licensed establishment. Occasionally, it may be necessary to use an animal in another series of regulated procedures. Such re-use requires the prior authority of the Secretary of State, and is strictly controlled. The fate of the animals should be specified on the project licence. 
Actual severity recording
PPLh must record the actual severity experienced by animals undergoing procedures. This has been reported as part of statistics since 2014.
Summary

A project licence is ‘..a licence granted by the Secretary of State specifying a program of work and authorising the application, as part of that program, of specified regulated procedures to animals of specified descriptions at specified places’ 
· A project licence is granted to a person who takes overall responsibility for the work

· A project licence is only granted for one or more qualifying purposes

· The likely adverse effects on the animals are weighed against the benefit likely to accrue 

· Project licences will not be granted unless the Secretary of State is satisfied that there is no practicable alternative to the use of protected animals, and that the minimum number of animals with the lowest degree of neurophysiological sensitivity, are used in minimum severity procedures which are most likely to produce satisfactory results.

· Special justification is required for the use of particular species. 

· Project licences are in force for a maximum of 5 years.

Establishment Licences

Places specified in project licences are usually licensed under ASPA section 2C as a scientific procedure establishment, unless it appears necessary to specify a different place, for example if procedures are to be carried out in the wild or on farms. Most often, regulated procedures are therefore performed at licensed scientific procedure establishments. A Section 2C Establishment licence is issued to someone in a position of authority in the establishment, who is ultimately responsible for ensuring compliance with the terms and conditions of all licences at the establishment. 
An Establishment Licence lists the rooms or areas in the facility where animals may be held and used. These may be coded on the Schedule according to the species, how long animals may be held there (holding code), and the types of procedures that can be performed. For example: 

· Animals: SA (small animal), LA (large animal) Av (avian), Aq (aquatic), NHP (non-human primate) etc

· Holding: STH (short term holding <48h), LTH (long term holding), NOH (no overnight holding)
· Procedures: NSEP (non-sterile experimental procedure) or SEP (sterile experimental procedure). 
Establishment licence holder (Procedure Establishment Licence holder, PELh)

An Establishment licence is issued to a person of authority in an organisation. This person has overall legal responsibility for the facilities and procedures performed. Their duties are outlined below.

Three Rs: The licence holder must ensure that the 3Rs are implemented fully. 

Humne Killing register: The licence Holder must maintain a register of persons competent to apply methods of humane killing listed in Schedule 1 or on project licences at the establishment. Someone competent to humanely kill and animal must always be available, and that any necessary equipment must be available.  It is recommended that a copy of Schedule 1 is displayed in areas where animals are killed, and that a copy of the Code of Practice be readily available for reference. 

Maintenance of facilities and equipment: The licence holder is responsible for ensuring that the facilities for animal holding and use are maintained at least to minimum standards. These standards are set out in codes of practice issued by the Secretary of State. Animals must at all times be provided with care and accommodation appropriate to their needs. The holder is also responsible for ensuring that records are kept of the source, use, disposal and health of animals. 

Staff: The licence holder is responsible for ensuring that sufficient staff are available to care for the protected animals kept. The staff must be adequately educated and trained, and supervised until they are competent.  
Daily checking of animals and environment: The well-being and state of health of animals must be monitored at least daily by a suitably qualified person and timely action taken to prevent problems. Any restrictions on the extent to which an animal can satisfy its physiological and ethological needs must be kept to the absolute minimum.

The physical environment, standards of care and accommodation, and environmental conditions in which animals are held and used must also be checked daily by a competent person, and any defects promptly remedied. 
Animal Welfare and Ethical Review Body: The licence holder is responsible for instituting and operating the Animal Welfare and Ethical Review Body. This body includes at least a veterinary surgeon, an animal technician, and a scientist (at scientific procedure establishments). 
The Purpose of the AWERB is 

1. To advise on matters related to the welfare of animals, including acquisition, accommodation, care and use.
2. To provide advice on the application of the three Rs and technical and scientific developments. 
3. To establish and review internal operational processes in relation to animal welfare.

4. To follow the development and outcome of projects, taking into account the effect on the animals used, and advise on further implementation of the 3 Rs. 

5. To advise on rehoming schemes.

6. To provide ethical advice, particularly in relation to Project licence applications and amendments, and standards of animal care and welfare.
7. To provide support for named persons and advice to licensees regarding animal welfare and ethical issues arising from their work, and
8. To promote the use of ethical analysis to increase awareness of animal welfare issues, and develop initiatives leading to the widest possible application of the 3Rs (replacement, reduction and refinement).
Prevention of Unauthorised Procedures: At a designated scientific procedure establishment, the licence holder is responsible for taking all reasonable steps to prevent the performance of unauthorised procedures. Holders must, therefore, put in place systems that ensure compliance with the requirements of the Act, and the terms and conditions of issue of the licences.

Records: The licence holder is responsible for the maintenance of records of the source, use and disposal of all protected animals bred or obtained, supplied for use, or used in regulated procedures. A health record, maintained under the supervision of the Named Veterinary Surgeon should also be kept.

The records should provide full and accurate details of:

1. Animal – e.g. the species and breed or strain, genetic status, age, sex, identification, and microbiological status.

2. Source – e.g. the supplier of Schedule 2 animals, project licence, date of arrival/birth of the animal.

3. Use – the numbers and types of animals allocated as breeding stock, held for supply or use, and the project licence to which the animal was issued

4. Disposal– killed by a Schedule 1 method (or other authorised method), and why killed (e.g. welfare grounds, harvesting tissues, surplus to requirements), supplied to a project licence, supplied to another licensed establishment, or discharged from the controls of the Act.

Disposal of animals

Any animals kept alive after being subjected to a series of regulated procedures should be kept at the establishment under the supervision of a veterinary surgeon. Permission must be obtained from the Home Office for the animal to be moved to another licensed establishment, or to be discharged from the establishment. 
Responsibilities of the Personal Licensee

The responsibilities of a Personal Licensee include the following:
1. Implementation of the three Rs: minimise the intensity and duration of suffering caused, including by the use of sedatives, tranquillisers analgesics or anaesthetics, to prevent or reduce to the minimum any pain, suffering, distress or discomfort caused. This requires knowledge of the techniques and species involved, and the ability to recognise the signs of pain, suffering, distress or lasting harm in the species.

2. Ensure appropriate authorities exist before performing and regulated procedures.

3. Checking animals daily and making suitable arrangements for the care of animals during periods of absence.

4. Ensuring that cages, pens or other enclosures are clearly labelled and maintaining an adequate record of all animals on which regulated procedures have been performed and whether they were supervised, with declarations of competence by the supervisor.  

5. Ensuring that an animal is killed promptly and humanely if it is in severe pain or severe distress, which cannot be alleviated, or at the end of regulated procedures, if they are suffering or likely to suffer adverse effects.

As a personal licence holder, you are primarily responsible for the animals on which you have performed regulated procedures. Make sure you are fully trained and competent before performing regulated procedures, and seek advice and assistance when necessary.  

Delegation of Authorities

A personal licence holder may be able to request authority to use unlicensed assistants to perform certain techniques, which require no technical skill or knowledge, such as the filling of food hoppers and water bottles with previously altered diets or liquids, or pairing/grouping associated with the breeding of animals with harmful genetic defects. 

Record Keeping and cage labeling 
Personal Licensees must keep records of all animals on which procedures have been performed and whether they were supervised, with declarations of competence by the project licence holder. These records must be maintained for a minimum of 5 years and must be available for examination by the Home Office Inspector (HOI) on demand. 
Records might also include the following:

a. Project licence

b. Species, age, sex and ID of animals
c. Number of animals in cage
d. Procedure start/end date
e. Animal room environmental conditions and variances from the norm
f. Any animal disease/health problems or unexpected problems during the study 
g. Individual files for all animals (including rodents and rabbits) undergoing recovery surgery.  
i. Source, age, sex and weight of the animal
ii. Health status of the animal
iii. Anaesthetic regime and progress of anaesthesia
iv. Analgesia employed

v. Progress of surgery (complications etc).
vi. Peri-operative care

vii. Infection and medication employed
viii. Technical failure rate
ix. Morbidity and mortality

Personal licensees must also make sure that cages or pens containing animals undergoing regulated procedures are clearly labelled, to indicate the responsible personal licensee, the project licence number, the protocol number and the start date. This allows Inspectors or other personnel to identify the regulated procedures that have been performed. 

Summary

A personal licence is a licence granted by the Secretary of State qualifying the holder to apply specified regulated procedures to specified animals at specified places. Applicants must be at least 18 years of age, have appropriate education and training, and be competent to apply procedures. 
Personal licensees:
· Bear primary responsibility for the animals on which they have performed regulated procedures 

· Must make suitable arrangements for the care and welfare of any animal during any period of absence.

· Must check that authority exists in both personal and project licences for the procedure to be carried out 

· Must check that the place where the work is to be done is specified in the project licence

· Must keep records of animals on which procedures have been performed

· Must label cages or pens accurately

· Must kill any animal suffering severe distress, which cannot be alleviated.

· Must ensure that animals are killed at the conclusion of regulated procedures, if they are suffering or likely to suffer adverse effects

Named People 

ASPA requires that the Establishment licence nominates the following personnel: 

· A veterinary surgeon to advise on animal health and welfare (NVS)
· A person responsible for the day to day care of animals (NACWO)
· A person responsible for ensuring staff working with animals have access to relevant information (named information officer NIO)
· A person responsible for ensuring that staff have appropriate training and supervision until competence is achieved (named training and competence officer NTCO)
· A person responsible for ensuring compliance with licences and conditions (named person responsible for compliance NPRC)
Named Veterinary Surgeon 

A veterinary surgeon or other suitably qualified person must be nominated to advise on animal health and welfare. Other suitably qualified persons might be nominated where there is no suitable veterinary surgeon available, for example with exotic species or fish. 

Named veterinary surgeons are required under ASPA to notify the personal licensee who is responsible for a protected animal if the health or welfare of that animal gives rise to concern, or ensure that the animal is cared for or humanely killed using an appropriate method. They may also notify the Home Office Inspector.  
Named Veterinary Surgeons will be able to advise on methods of reducing adverse effects on animals (refinement and replacement), and the use of non-sentient alternatives. They also direct nd control the use of controlled drugs and prescription only medicines in animals. 
It is essential that the NVS has access to all relevant information when attending an animal e.g. Project and Personal Licences, health records, and what procedures if any the animal has been subjected to. Make sure you know how to contact your NVS
Named Animal Care and Welfare Officer (NACWO)
This person is responsible for the day to day care of protected animals at the establishment. This person would normally be a qualified and registered Animal Technician who has undergone mandatory NACWO training. They will have an up-to-date knowledge of laboratory animal technology and be aware of the standards of care, accommodation, husbandry and welfare set out in the relevant Codes of Practice. They will be competent in methods of humane killing listed in Schedule 1 to the Act. The NACWO will usually ensure that every protected animal kept in a designated holding area is seen and checked at least once daily by a competent person.
The NACWO is also required under ASPA to notify the personal licensee if the health or welfare of that animal gives rise to concern, or ensure that the animal is cared for or humanely killed using an appropriate method. They may also notify the NVS or the Home Office Inspector.  

Make sure you know how to contact your NACWO
Training and Competence Officer, Information Officer, and Compliance Officer
The Establishment licence must identify the person in the establishment who will fulfil these roles. One person may fulfil more than one role. For example, the Establishment licence holder may also be responsible for compliance and training.
Communication 
ASPA places individual responsibility on several separate people to ensure that authorities are complied with and that the maximum care has been taken to safeguard the wellbeing of the animals used. These include the Personal licence holder, the Project licence holder, the holder of the Establishment Licence, the Named Veterinary Surgeon, and the Named Animal Care and Welfare Officer. Effective communication between these people is vital if animal welfare is to be  maintained.  

Summary
· ASPA requires that places where procedures are carried out are specified in the project licence. Places specified in project licences are usually licensed scientific procedure establishments, unless exceptionally it is necessary for a different place to be specified 

· An establishment licence is issued to a person of authority in an organisation, or exceptionally to a body 
· This licence nominates a person responsible for the day to day care of animals (the Named Animal Care and Welfare Officer or NACWO), and a veterinary surgeon to provide advice on animal health and welfare (the Named Veterinary Surgeon or NVS). 

· This licence also nominates a person responsible for ensuring staff have access to relevant information, a person responsible for training and competence, and a person responsible for ensuring compliance. 

· The licence holder is responsible for:

Implementation of the 3 Rs

Maintenance of Humane killing 1 register

Maintenance of facilities and equipment

Staffing

Daily checking of animals and environment

Animal welfare and ethical review body

Prevention of unauthorised procedures

Additional controls

Schedule 1 Methods of Killing

Animals may need to be killed for a number of reasons during or at the end of a research project. Animals that are in severe pain that cannot be alleviated any other way must be killed. Animals must be killed at the end of procedures unless there is specific permission in the project licence for them  to remain alive. 

Schedule 1 is a list of approved methods of humanely killing animals for which Personal and Project licences are NOT required, if carried out for a scientific purpose. Schedule 1 is precise, listing methods suitable for different species with weight limits. Only people on the humane killing register at an establishment can normally carry out humane killing. See Appendix 2 of these notes, and Module PILK for more information.

Schedule 2 and Supply of Animals
Schedule 2 lists animals, which must be purpose bred for use in research. These are usually obtained from licensed breeding and supplying establishments, but can be sourced from elsewhere provided they have been purpose bred. Schedule 2 currently includes the following species: Rat, mouse, guinea pig, rabbit, hamster (Syrian and Chinese), gerbil, cat, dog, ferret, primate, quail, Xenopus (laevis and tropicalis), Rana (temporaria and pipiens), zebra fish, and genetically modified sheep and pigs. Establishments in the UK breeding these animals for research must be licensed under ASPA as breeding establishments. 
Places where Schedule 2 listed animals for use in procedures are bred, supplied from and used, must be licensed. These ensure that animal accommodation, care and health are maintained to acceptable standards, and that sufficient suitably trained staff are available to look after them. Breeding establishments must have a designated vet and NACWO. 
Non-Schedule 2 species (eg. poultry or cattle) may be acquired from non-licensed sources. However, establishments that breed these species primarily for research must be licensed in the same way as for Schedule 2 species. 

It is possible to acquire Schedule 2 animals from a non-licensed breeding or supplying establishment, however, this would require justification and prior Home Office approval.  

Anaesthesia

ASPA requires that anaesthesia is used for all procedures that may cause severe pain. For other procedures, it must be used unless analgesia or other method of pain relief ensures that any adverse effects are minimal, anaesthesia is more traumatic to the animal than the procedure itself, or anaesthesia would frustrate the purpose of the procedure. Thus the default position is that anaesthesia is used. 
Re-Use
Occasionally, it may be appropriate to re-use an animal that has completed a series of regulated procedures, rather than use a naïve animal. 

The Act places strict controls on the re-use of animals in scientific procedures, to limit the total suffering any animal may experience. Animals may only be re-used with the prior authorisation of the Secretary of State. 

Re-use will not be permitted if an animal has undergone a procedure classified as ‘severe’, or if an animal has experienced severe pain unless there is exceptional justification. Re-use may be authorised after mild or moderate procedures, if the further procedure also is non-recovery, mild or moderate, and a veterinary surgeon advises that state of health is fully restored following the first procedure. 
This area can be very confusing: if in doubt, consult your NVS, NACWO or Home Office Inspector for advice.
Administration of the Act

Granting licences
The Act is administered by the Home Office in England, Scotland and Wales, and the Department of Health and Social Services in Northern Ireland. Applications for licences under the Act are assessed by Home Office Inspectors, who then advise the Secretary of State whether and on what terms to grant licences.  

Animals (Scientific Procedures) Inspectorate
Inspectors exercise control over the use of protected animals in regulated procedures, and monitor compliance with the terms and conditions of licences issued under the Act, by

1. Assessment of applications for establishment, personal and project licences 
2. Inspecting work in progress at both licensed establishments and POLEs.

3. Reporting to the Secretary of State any failure of compliance with A(SP)A or its administration.

4. Requiring any protected animal which the Inspector considers to be undergoing excessive suffering to be killed.

Any failure of compliance with the requirements of ASPA may be considered an infringement, and appropriate penalties applied. 

Animals in Science Committee 

In addition to consulting one or more Inspectors, the Secretary of State may consult independent sources of advice, such as the Animals in Science Committee.  This is a panel of senior researchers, legal, veterinary and medical personnel, and representatives of welfare groups.  The Committee provides advice on matters such as the acquisition, breeding, accommodation, care and use of protected animals to both the Secretary of State and the local Animal Welfare and Ethical Review Bodies. The committee aims to ensure that best practice is shared, and may also promote the sharing of such practices with other EU member states. The Committee considers project licence applications involving work in particular categories, such as work of substantial severity on primates. They may also offer advice on applications raising novel or controversial issues or giving rise to serious concerns.

Infringements and offences

Breaches of certain sections of the Act are offences, and liable to a prison sentence or a fine. Breaches of licence conditions may be classed as infringements, and may result in variation or revocation of the licence.

In the event of an infringement, the Secretary of State can issue improvement notices, or can suspend licences for a short period where it appears to be urgently necessary for the welfare of any animal. If an establishment licence is suspended, animals may no longer be bred or kept there, and no further regulated procedures may be performed.  Any animal that is suffering or likely to suffer as a result of regulated procedures must be promptly and humanely killed. If a project licence is suspended, all regulated procedures being carried out under the authority of that licence must immediately stop.

If a personal licence is suspended, the holder may not perform regulated procedures.  The responsibility for the care of the animals that have been or are being used by that licensee must be immediately transferred to another personal licence holder with the necessary authorities.

To assist in the prevention of infringements you should:

1.
Have a good knowledge of A(SP)A.

2.
Be familiar with project and personal licence authorities

3.
Be familiar with licence standard conditions.

4.
Understand the roles of the Licence Holders and Named Persons.

It is your responsibility to check that you have authority before carrying out regulated procedures.

Summary

Other Relevant Legislation 
The Animals Scientific Procedures Act 1986 is an enabling act – it allows certain activities that would otherwise be prohibited under UK legislation, protecting licence holders from prosecution. BUT, this protection is only effective if you are operating under the 3 licences of ASPA.

Other relevant legislation is therefore also applicable to the licence holder. This other legislation falls into two categories: 

· Laws for the protection of animals (administered by Defra)

· Laws for the protection of humans (administered by the DoH, or HSE) 
Other legislation for the protection of animals

Animal Welfare Act 2006
The Animal Welfare Act 2006 places a duty of care on an owner not to be cruel to an animal and to ensure its welfare needs are met, including acts of omission as well as commission.  It applies to all commonly domesticated animals, or animals under the control of man, but doesn't include laboratory animals on regulated procedures being carried out in accordance with ASPA. However, this Act applies to those animals in research establishments that are not on regulated procedures, such as breeding and stock animals. Farm animals are additionally protected by the Welfare of Farmed Animals (England) Regulations 2007 and Codes of welfare are published for each of the farm species.
The Act requires that the animal’s welfare needs are met. These needs are:
(a) its need for a suitable environment,

(b) its need for a suitable diet,

(c) its need to be able to exhibit normal behaviour patterns,

(d) any need it has to be housed with, or apart from, other animals, and

(e) its need to be protected from pain, suffering, injury and disease.
Veterinary Surgeons Act 1966

Only a registered veterinary surgeon may carry out acts of veterinary surgery. This includes diagnosis and treatment of disease in animals. However, under the licence of ASPA, non-veterinary surgeons may carry out acts of veterinary surgery.
Animal Health Act 1981

This Act is concerned with animal disease control, e.g. Rabies, Bovine TB, BSE, Bluetongue, Swine Fever, Foot and Mouth, and for health reasons places controls on exports, imports and movements of various species. This Act covers several aspects of animal care and use, including: 
Transport: The Welfare of Animals (Transport) Order 2007 states that “no person shall transport animals …in a way that is likely to cause injury or undue suffering”. All vertebrate animals transported in the UK must comply with this legislation, which can be complex and species specific. But in general terms, animals must be fit to travel and should not be transported (except for emergency treatment), in the last 10% of their gestation period.  They must be provided with food and water and there are strict requirements for container and vehicle design. The journey must be properly planned to avoid excessive travel time.
Import: APHA administers the UK health requirements for all live animals, embryos, ova, semen and products of animal origin (POAO) imported into the UK. 
· The Rabies Order of 1974 prohibits the importation of any warm-blooded animal without an import licence. Such animals may have to enter rabies quarantine on arrival, although there is an exemption for rodents and lagomorphs imported from recognised research establishments abroad. 
· The BALAI directive is an agreement between EU member states for intra-community trade of animals not covered by other legislation. Some animals may be imported under this EU Directive.
Export:  Exact requirements for the export of live animals, embryos, ova, semen and tissues can vary widely between different countries. Always check with APHA before sending animals or tissues abroad.  There may also be a requirement for veterinary certification of health and fitness to travel. 
· Home Office permission is required to export animals undergoing regulated procedures, which includes all GA animals. However, generic permission for the export of genetically altered rodents, xenopus and zebrafish is now granted in all Project Licences.   
Veterinary Medicines Regulations 
The VMR control the manufacture, authorisation, marketing, distribution and post-authorisation surveillance of veterinary medicines in the UK. The Veterinary Medicines Directorate (an agency of Defra) updates these regulations on a regular basis. 
POM-V medicines are those that may only be prescribed by a veterinary surgeon, following a clinical assessment of the animal/s under that veterinary surgeon’s care. In most establishments, this will be the Named Veterinary Surgeon.  POM-V medicines can only be supplied by a veterinary surgeon, or by a pharmacist under the authority of a veterinary prescription. They are normally administered by a veterinary surgeon, or by others acting under veterinary direction. 
Note: If a POM-V medicine is the subject of a scientific study detailed in the PPL, only those persons that have the relevant authority on their PIL are allowed to administer it.

Conversely, POM-V medicines that are used on animals to treat conditions that are not procedure related (bite wounds, sore eyes etc.), must be prescribed, supplied and administered in accordance with the Veterinary Medicines Regulations. They will not require a PIL to administer, but will be the responsibility of the Named Veterinary Surgeon.

Genetically Modified Organisms (Contained Use) Regulations 2005

All activities involving GMOs must be assessed for the risk to humans and the environment (class 1 low to class 4 high). This includes the generation and use of GA animals and microbes. The HSE has to be notified when premises plan to use GMOs before they are used for the first time. The establishment must notify the HSE of individual high risk activities of Class 2 (low risk) to Class 4 (high risk).  Class 1 activities (no or negligible risk) are non-notifiable – this includes the generation of GA animals. 
CITES (The Convention on International Trade in Endangered Species 1973)

This convention protects several endangered, threatened or vulnerable species. It was incorporated into UK law in 1976 as The Endangered Species Act 1976 (amended 1996). Permits must be obtained for all movements of CITES listed species between countries signed up to the Convention. CITES covers the movement of all non-human primates.
Wildlife and Countryside Act 1981

This is the principal legislation on conservation. It makes it an offence to take, kill or injure specific wild animals, including some bats, many birds, reptiles & amphibians. The regulation bodies are Natural England, Countryside Council of Wales, and Scottish National Heritage, depending on where in the UK you are working. If working in the wild you may need WCA licences as well as ASPA licences. 

Appendix 1

Gestation periods for various species:

	Species
	Days Gestation

	Mouse
	19-21
	

	Rat
	21
	

	Rabbit
	28-31
	

	Guinea Pig
	65 days
	

	Golden Hamster
	16 days
	

	Dog
	63
	

	Cat
	63
	

	Pig
	115
	

	Rhesus Monkey
	150-174
	

	Marmoset Monkey
	140-148
	

	Ferret
	42
	

	Horse
	321-362
	

	Cow
	274-291
	

	Sheep
	143-150
	

	Goat
	144-157
	


Appendix 2
SCHEDULE 1 (APPROPRIATE METHODS OF HUMANE KILLING)
The methods of humane killing listed in Tables A and B below are appropriate for the animals listed in the corresponding entries in those tables only if the process of killing is completed by one of the methods listed in subparagraphs (a) to (f) below: 

(a) confirmation of permanent cessation of the circulation 

(b) destruction of the brain 

(c) dislocation of the neck 

(d) exsanguination 

(e) confirming the onset of rigor mortis 

(f) instantaneous destruction of the body in a macerator. 

(1) A requirement in Table A for prior use of a sedative or anaesthetic—

(a)
is subject to sub-paragraph (2); and

(b)
is not to be read as prohibiting the prior use of sedative or anaesthetic in any cases where it is not required by that Table.

(2) Nothing in this Schedule requires or permits the prior use of sedative or anaesthetic where the distress likely to be caused by administering it is greater than the distress likely to be caused by using the appropriate method of killing without sedative or anaesthetic.
	A. Methods for animals other than foetal, larval and embryonic forms
	Animals for which appropriate 

	1.
	Overdose of an anaesthetic using a route and an anaesthetic agent appropriate for the size and species of animal 
	All animals

	2.
	Exposure to carbon dioxide gas in a rising concentration
	Birds and Rodents up to 1.5 kg (but not neonatal rodents)

	3.
	Dislocation of the neck (with the prior use of a sedative or anaesthetic in the case of rodents and rabbits over 150 g and birds over 250 g)
	Rodents up to 500g
Rabbits up to 1kg
Birds up to 1kg


	4.
	Concussion of the brain by striking the cranium
	Rodents and Rabbits up to 1kg
Birds up to 250g

Amphibians and reptiles (with destruction of the brain before the return of consciousness) up to 1kg
Fishes (with destruction of the brain before the return of consciousness)

	5.
	One of the recognised methods of slaughter set out below which is appropriate to the animal and is performed by a registered veterinary surgeon, or, in the case of the methods described in paragraph (ii) below, performed by the holder of a current licence granted under the Welfare of Animals (Slaughter or Killing) Regulations 1995 (a) i) Destruction of the brain by free bullet using appropriate rifles, guns and ammunition, or ii) captive bolt or electrical stunning followed by destruction of the brain or exsanguination before return of consciousness. 
	Ungulates

	B.  Methods for foetal, larval and embryonic forms
	Animals for which appropriate

	1.
	Overdose of an anaesthetic using a route and an anaesthetic agent appropriate for the size, stage of development and species of animal

	All animals

	2.
	Refrigeration, or disruption of membranes, or maceration in apparatus approved under appropriate slaughter legislation, or exposure to carbon dioxide in near 100% concentration until they are dead.

	Birds

Reptiles

	3.
	Cooling of foetuses followed by immersion in cold tissue fixative.
	Mice, Rats and Rabbits

	4.
	Decapitation.
	Mammals and birds up to 50g


Please note Schedule 1 is dealt with in more detail in Module 2.

Appendix 3

STANDARD Conditions in personal licences
1.  In exercising his or her responsibilities, the licence holder shall act at all times in a manner that is consistent with the principles of replacement, reduction and refinement.

2.  The licence holder is entrusted with primary responsibility for the welfare of the animals on which he or she has performed regulated procedures; the licence holder must ensure that animals are properly monitored and cared for.

3.  The licence holder must not apply a regulated procedure to an animal if the procedure may cause the animal severe pain, suffering or distress that is likely to be long-lasting and cannot be ameliorated.

4.  The licence holder must not apply a regulated procedure to an animal unless the holder has taken precautions to prevent or reduce to the minimum consistent with the purposes of the procedure any pain, suffering, distress or discomfort that may be caused to the animal.

5.  Where the licence holder is applying a regulated procedure to an animal the holder must ensure that any unnecessary pain, suffering, distress or lasting harm that is being caused to the animal is stopped.

6.  Where the licence holder is applying or has applied a regulated procedure which is causing the animal severe pain, suffering or distress the holder must take steps to ameliorate that pain, suffering or distress.

7.  The licence holder shall ensure that where the holder applies a regulated procedure death as the end-point of the procedure is avoided as far as possible and is replaced by an early and humane end-point.

8.  In all circumstances where an animal which is being, or has been, subjected to a regulated procedure is in severe pain, suffering or distress which is likely to be long-lasting and cannot be ameliorated, the licence holder must ensure that the animal is immediately killed in accordance with section 15A.

9.  The licence holder may apply a regulated procedure without the use of general or local anaesthesia only if the holder is satisfied that—

(a) the procedure will not inflict serious injuries capable of causing severe pain; and

(b) the use of general or local anaesthesia would be more traumatic to the animal than the procedure itself or would frustrate the purposes of the procedure.

10.  When anaesthesia (whether general or local) is used, it shall be of sufficient depth to prevent the animal from being aware of pain arising during the procedure.

11.  If the licence holder applies a regulated procedure to an animal with the use of general or local anaesthesia the holder must, unless it would frustrate the purpose of the procedure, use such analgesics or other pain-relieving methods as may be necessary to reduce any pain that the animal may experience once the anaesthesia wears off.

12.  The licence holder must use analgesia or another appropriate method to ensure that the pain, suffering and distress caused by regulated procedures are kept to a minimum.

13.  It is the responsibility of the personal licence holder to notify the project licence holder as soon as possible when it appears either that the severity limit of any procedure listed in the project licence or that the constraints upon adverse effects described in the project licence have been or are likely to be exceeded.
14.  The licence holder shall ensure that suitable arrangements exist for the care and welfare of animals during any period when the personal licence holder is not in attendance.

15.  The licence holder shall ensure that, whenever necessary, veterinary advice and treatment are obtained for the animals in his or her care.

16.  The licence holder shall ensure that all cages, pens or other enclosures are clearly labelled. The labelling must be such as to enable Inspectors, named veterinary surgeons and named animal care and welfare officers to identify the number of the project licence authorising the procedures, the project licence protocol in which the animals are being used, the date the protocol was started, and the responsible personal licence holder.

17.  In order to ensure that regulated procedures are performed competently, the licence holder shall not apply regulated procedures unless given the appropriate level of supervision by the project licence holder or an experienced personal licence holder deputed by him/her for such time as may be needed to achieve competence.

18.  The licence holder is authorised to delegate to assistants, who do not themselves possess the requisite personal licence authority but are under his or her control, the delegable tasks which form an integral part of the regulated procedures the licence holder is authorised to perform by this licence. The tasks must not require technical knowledge or skill, and delegation shall be in accordance with any relevant guidance published by the Secretary of State under section 21.

19.  The licence holder must take all reasonable steps to ensure appropriate personal and project licence authorities exist before performing regulated procedures. The licence holder must be aware of the nature of the authorities given by this licence and the project licence, and of the conditions of issue attached to the licences.

20.  The licence holder shall maintain a record of all animals on which procedures have been carried out, including details of supervision and declarations of competence by the project licence holder as appropriate. This record shall be retained for at least five years and shall, on request, be submitted to the Secretary of State or made available to an Inspector.

21.  The licence holder must give any necessary assistance to inspectors carrying out visits by virtue of section 18(2A)(b) ; and to experts of the European Commission carrying out duties under Article 35 of the Animals Directive.

22.  The licence remains the property of the Secretary of State, and shall be surrendered to him on request.
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The Act is operated by Home Office in England, Scotland and Wales, and the Department of Health and Social Services in Northern Ireland. 


Before the Secretary of State grants a licence under the Act, he will consult a Home Office Inspector, and may also consult the Committee for the Protection of Animals Used for Scientific Purposes. 


Inspectors assess applications for licences, and visit establishments


Breaches of certain sections of the Act are offences, and breaches of licence conditions may be classed as infringements


The Secretary of State can suspend certificates or licences where it appears to be urgently necessary for the welfare of any animal.  
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