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STATISTICS OF SCIENTIFIC PROCEDURES ON LIVING ANIMALS
GREAT BRITAIN 2001

INTRODUCTORY NOTES

L. The statistics in this publication relate to experiments or other scientific procedures on living animals
which were subject to the provisions of the Animals (Scientific Procedures) Act 1986 during the vear from 1
January 2001. The system of control under the 1986 Act is explained in detail in Appendix A. Under this Act any
scientific procedure carried out on any living vertebrate animal, or one species of octopus (Octopus vulgaris), which
is likely to cause that animal pain, suffering, distress or lasting harm is a regulated procedure requiring licence
authority. Recognised veterinary, agricultural or animal husbandry practice and the administration of medicines
under an Animal Test Exemption granted under the Medicines Act 1968 are excluded from the controls of the 1986
Act. Statistics of scientific procedures on living animals are collected and published annually. They are structured
to comply with European Union requirements, but the data provided are far more extensive than required by
Europe.

Collection procedures

2. The statistics are compiled from, and largely based on, a detailed form returned by project licence holders
at the end of each year, or on termination of the licence where this occurted during the year. A copy of the current
form and the instructions relating to its completion can be found at Appendix C. This return, completed by each
project licence holder, provides details of the species of animal used, the main purpose of the procedure and other
details as described in paragraphs 8-15 below. In these statistics each procedure (which may consist of several
stages) for a given purpose on an animal is counted as one returnable procedure in the year in which it commenced.
A study involving a procedure using a pumber of animals is counted once for each animal. Where an animal which
has recovered fully from a completed procedure and is used again for a further procedure, this is counted as a
separate procedure, but the animal itself is not re-counted. The circumstances in which this re-use of an animal is
permitted are limited.

3. To complete the return, project licence holders were asked to classify their procedures. The current
classification system dates from 1995 and was modified from 1999 onwards in the areas relating to source of
animals, production and breeding, toxicology and legislation. Fuller details are given in paragraphs 9, 11, 12, 15 A
(iii) and 15 B (ii) below.

4. Details of the work of individual project licence holders are not identifiable in this publication.

Description of statistical tables

5. Project licence holders were asked to answer 15 questions about the procedures performed (see form at
Appendix C), 12 of which identify individual characteristics explained more fully in paragraphs 8-13 below. The
tlowchart on page 23 shows the relationship between the tables and the data in Part A.

6. Part B covers information on project licence holders, their place of employment and numbers of
procedures.
7. Part C presents historical data for varying periods, depending on the table. For some tables, comparable

tigures are available only from 1995 onwards.

References to the previous years’ publications are given at the end of the publication.



PART A TABLES - PROCEDURES IN 2001

Some tables have been reorganised for this publication. Tables 7 and 17 (use of anaesthesia) have been combined
and simplified into one table (table 4b). Table 6 has been discontinued. Tables 13, 15 and 16 now appear in the
same format as Table 12. Unaffected tables retain the same numbers as in previous publications.

Species of animal

8. All tables in Part A are classified by species of animal. The full classification is used in Tables 1, 5 and
10, but the other tables use a condensed classification. All the tables except la, 5a and 10a give the number of
procedures. Tables 1a, 3a, and 10a give the actual number of animals used for the first, and usually only, time in
2001 classified according to their first use. The list of species or categories of animals is selective to avoid undue
complications; when collective terms are used it is because previous experience suggests that the category wiil
contain a relatively small number or because further breakdown is of little interest. In several of the tables, rows
which are completely zero have been omitted and if a species is not mentioned it is because the row or rows
pertaining to that species is completely blank.

Genetic status of animal

9. Tables 2 (source}, 3 (genetic status), and 5 (non-toxicological work by field of research) are subdivided
to give more information about animals with abnormal genetic constitutions. Table 2 shows procedures using all
animals; Table 2.1 shows the number of procedures using animals with harmful (but naturally occurring) genetic
defects and table 2.2 shows the number of procedures using genetically modified animals. Table 5 follows the
same pattern. Table 3 is subdivided into three supplementary tables (3.1, 3.2 and 3.3} to present in detail the use
of normal animals, animals with harmful mutations, and genetically modified animals respectively, in breeding
programmes or research.

Primary purpose (Table 1)

10. Use of animals for regulated procedures is limited by section 5(3) of the Act to one of the following
primary purposes:
(i) fundamental biological research; carried out with the primary intention of increasing

knowledge of the structure, function and malfunction of man, animals or plants. Such studies
may be aimed solely at an increase in knowledge, application of that knowledge being beyond the
scope of the investigation, or with a view to providing a practical solution to a medical or
veterinary problem once the issues are more clearly defined and understood. This category
inciudes physiological, pathological, pharmacological, genetic and biochemical studies, including
toxicological evaluation.

(ii) applied studies - human medicine or dentistry, and veterinary medicine; consisting of
research into, development of and quality control of products or devices, including toxicological
cvaluation and safety or efficacy testing.

(iii) protection of man, animals or the environment; by toxicological or other safety or
environmental evaluation. This category is intended to cater for toxicological work which is not
related either to fundamental research or to the solution of medical and veterinary problems as
such (see (i) and (ii) above), but also includes some non-toxicological procedures. This category
is further divided into a number of subgroups ¢listed in Tables 10 and 10a). These are largely
self-explanatory but the following notes may be helpful in understanding the figures:

{(a) while any one substance may be used in industry or in the home, or
may be an environmental pollutant, a herbicide or a pesticide, the
project licence holder classifies the procedure in accordance with the
particular context of the procedure and the expected primary use of
the product;



{b) animal pesticides (as distinct from plant pesticides) are not included
amongst the types of substances listed, because a substance intended
to kill pests which infest or attack animals would be regarded as a
veterinary product. These are included in the appropriate body-
system group covered by primary purposes described in (i) above;

(c) many of the procedures recorded under this category are required by
UK law or by the laws and regulations of countries in which it is
intended to use the substance concerned;

(D the term ‘“food additives’ covers substances deliberately added to food
as preservatives, artificial colourants or flavouring agents but not
studies on the nutritive value of food, accidental contamination or
infection of food, or medicines administered to animals or humans in
food.

(iv) education and training; these categories include procedures carried out under project licences
for the purposes of education or training under the 1986 Act. They also include killing of animals
by methods not included in Schedule 1 to the 1986 Act, if the killing takes place for educational
purposes at a designated establishment. Such killing may be authorised to provide, for example,
tissues subsequently used for education or training. The use of animals for the acquisition of
manual skills is permitted only for training in microvascular surgery.

{v) forensic enquiries; may refer to animal use in human or veterinary enquiries relevant to potential
legal proceedings.

{vi) direct diagnosis; investigation of disease including investigating suspected poisoning. This
caters for procedures carried out under the 1986 Act for the purpose of diagnosing disease in an
individual human or animal patient or a group of such patients. There is no research function:
these are essentially applied studies, predominantly involving antibody and other tissue
production.

(vii) breeding; a category for recording the production and breeding of animals with harmful genetic
defects, and genetically modified animals. The numbers recorded in this category include those
animals which are identified as possessing a harmful mutation or are genetically modified, but not
used subsequently on procedures which are recorded elsewhere in the tables. The numbers also
include some genetically normal animals which were subjected to regulated procedures such as
tissue sampling or hormonal administration for the purpose of regulated breeding programmes
(see also Tables 3, 3.1, 3.2, 3.3).

Source of animals (Tables 2,2.1,2.2)

1. Sections 7 and 10(3) of the Act require, unless a specific exemption is granted, that certain animals, listed
in Schedule 2 to the Act, be obtained from designated breeding or supplying establishments certified as such by the
Secretary of State. The species so listed during 2001 were: mouse, rat, guinea-pig, hamster, gerbil, rabbit, cat, dog,
ferret, primate and quail (Cotrrnix corurnix); also pigs and sheep., if genetically modified. (Normal pigs and normal
sheep remain outside the scope of this schedule.) The source of these species is tabulated according to whether it is
within the UK, within the remainder of the EU, within certain Council of Europe {(but non-EU) countries who are
signatories to convention ETS 123, or elsewhere. Animals which originate from non-designated sources, such as
overseas breeding centres, but which are acquired by the project licence holder from a designated supplying
establishment in the UK, are reported under the heading “Animals acquired from other designated breeding or
supplying establishments in the UK.”

In columns 3-6 of the table, supplies of Schedule 2-listed species from non-designated sources in the UK, or from
Europe or elsewhere, are subject to prior approval by the Home Office. Such supply would be justified on the basis
of scientific need or lack of availability of appropriate ammals from designated breeding or supplying
establishments.



Stage of development, genetic status, and breeding (Tables 3, 3.1, 3.2, 3.3)

12.

Stage of development

Details of procedures on animals in foetal, larval or embryonic form were collected but not shown in any
of the published tables because it may be impracticable in some cases to count such procedures, e.g. a
foetus resorbed during gestation, or fish fry which are very small and fast-moving.

Genetic status

Only the number of animals in which a harmful genetic defect actually manifested itself has been recorded
for spontaneously arising mutants. All genetically modified animals are recorded. Additional information
on counting animals in those categories is provided in Annex A at the end of Appendix C.

Table 3.1 shows the use of genetically normal animals in breeding programmes for both animals with
harmful mutations and genetically modified animals. The number of procedures is shown for: normal
animals used to generate founder genetically modified (GM) animals (which themselves will be further
used in breeding programmes), normal animals within GM breeding colonies, and normal animals within
breeding colonies of animals with naturally-occurring harmful mutations.

Tables 3.2 and 3.3 show the use of animals with harmful mutations and genetically modified animals
respectively in breeding programmes or research. The structure of these two tables is similar, They show,
respectively for harmful mutant and GM animals: procedures undertaken for maintenance of the breeding
colony (i.e. primary purpose is shown as “breeding” and row 11 is coded B64 or BG62 as appropriate);
procedures undertaken for research analysis post mortem (primary purpose is nof breeding, and row 11
coded B64 or B62, as above); further regulated procedures, following on from the breeding programme
(row 11 coded B65 or B63); procedures used for production (row 11 coded B50-56); and procedures for
toxicological (safety evaluation) purposes (row 11 coded A30-50). For an explanation of the codes, see
Appendix C at the end of this publication.

Breeding

The breeding of animals with harmful genetic defects or genetically modified animals is a regulated
procedure under a project licence. Animals which are identified as ‘harmful mutants’ or ‘genetically
modified” may be used for further breeding or used subsequently in procedures. The numbess also include
some genetically normal animals which were subjected to regulated procedwures such as tissue sampling or
hormonal administration for the purpose of regulated breeding programmes.

The classifications of procedures concerned with breeding distinguish between:

{(a) animals used to generate founder genctically modified animals for novel transgenic
lines, chimeras or clones;

(b) genetically modified animals generated by recognised husbandry methods for
maintenance of a breeding colony;

() genetically modified animals used in research programmes not concerned with
breeding;

(d) animals with a harmful mutation generated by recognised husbandry methods for
maintenance of breeding colonies;

(e) amimals with a harmful mutation used in research programmes not concerned with
breeding.

Fuller details of these classifications will be found in Appendix C at List B, row 11.



Target body system {Table 4a - rerumbered; previously table 4)

13. Some of the headings in the tables are self-explanatory but, for the others, further explanation is given below.

Abbreviated title Description: studies in which interest centres on:

Nervous The central or peripheral nervous systems, other than the special senses
Senses Sight, hearing, smell, or taste

Alimentary The alimentary (including liver) and excretory systems
Musculo-skeletal The skeletal or muscle system

Immune and reticulo-endothelial ~ The understanding and operation of the immune system

Other system A single body systemn not separately listed in the table
Multiple systems More than one system of primary interest
System not relevant The system or systems affected were not predictable or not relevant

14, Use of anaesthesia (Table 4b)

For the 2001 publication, use of anaesthesia for both toxicological and non-toxicological procedures has been
combined into one simplified table. It replaces tables 7 and 17 of previous years’ publications.

The codes for anaesthesia distinguish procedures involving one or more stages in which there was anaesthesia with
recovery, from procedures in which the only anaesthesia was terminal. They also include the use of local or
regional anaesthesia. The categories are:

(a) no anassthesia used throughout the procedure; this will include procedures without anaesthesia
even where the subject animal may have been killed by use of an anaesthetic overdose at the end
of the procedure. It also includes studies of potential anaesthetic agents;

(b) general anaesthesia with recovery,

{©) local or regional anaesthesia;

(d) general anaesthesia without recovery, at the end of the procedure only;
{e) general anaesthesia without recovery, throughout the procedure.

The killing of an animal by the administration of an overdose of an anaesthetic agent (a recognised
humane way of disposal as cited in Schedule 1 of the Act) is not a regulated procedure and should not be
recorded as such in the above table.

The use of neuromuscular blocking agents (NMBA) is relatively uncommon and for this reason such use is
not shown in the able but is described in the text.

Type of pmcedufe

15, The tables are divided into two groups:
(a) fundamental and applied studies other than toxicology (Tables 5-9);
(b) toxicity tests, or other safety or efficacy evaluation (Tables 10-17).
If the purpose was non-toxicological, the licensee was asked to specify the
field of research, the nature of the procedure with regard to production and
breeding and whether the technique was identified as being of particular
interest.
If the purpose of the procedure was toxicological, the licensee was asked to
report on the field of safety testing or efficacy evaluation, the type of test or

procedure, and the legislative requirements (if any) under which the procedure
was performed.



The two strands of reporting are mutually exclusive (as shown in the flowchart and appendix C) and it is
not possible, for instance, to identify procedures using a technique of particular interest if the purpose of
the procedure was toxicological.

A Fundamental and applied studies other than toxicology

This group of tables is sub-divided into three main areas of interest:

@) Field of research (Tables 5, 5a, 5.1 and 5.2)

The headings are self-explanatory, but the following should be noted:

(a}

(b
()

pharmaceutical research and development excludes anti-cancer agents, where work is
listed separately later in the table under ‘cancer research’;

ecology excludes work done in toxicology and other safety evaluation;

tobacco and alcohol research lists only those procedures done for research on the effects
of tobacco or alcohol, and not those where these substances are used as experimental
tools or standards; note also that tobacco safery procedures would be reported in table
10.

(ii) Production of biological materials (Table )

Production:

procedures for production and maintenance of infectious agents (excluding neoplasms);
procedures for production and maintenance of vectors, e.g. parasites;

procedures for production and maintenance of neoplasms;

the ascites model for the production of monoclonal antibodies;

initial immunisation for subsequent in vitro or in vivo production of monoclonal
antibodies;

procedures for production of polyclonal antibodies;

procedures for production of other biological material, e.g. plasma, tissues.

(iii) Techniques of particular interest (Table 9)

This table provides a selective list which identifies those procedures in which a technique is of
itself of particular interest as, for example, the application of a substance to the eye or exposure to
jonising radiation. The procedures recorded in this table do not include those undertaken for
toxicology or safety evaluation. However, few of these techniques would be used in routine
regulatory toxicology or safety assessments.

B Toxicity tests, or other safety or efficacy evaluation

i) Safety and efficacy evaluation (Tables 10, 10a)

Most of the subdivisions have been described in paragraph 10 (iii) above with regard to general
safety or efficacy evaluation but the category also includes work done for pharmaceutical safety
and efficacy evaluation, and some other purposes as follows:

efticacy evaluation (acute, subacute and chronic),

absorption, distribution, metabolism, excretion (ADME) and residue tests;
nutritional evaluation;

quality control;

toxicology research;

tobacco safety (note: tobacco research is recorded in Table 5 - see above),
medical device safety;

method development, and other tests.



(ii) Legislative requirements (Table 11)

This identifies medical/dental and veterinary categories which include procedures used in the
initial development and selection of such products, those required to satisty specific legislation
(medical and non-medical) such as the Medicines Act 1968 andf/or equivalent overseas or
international legislation or regulations for purposes such as the intention of registration or the
intention of presenting batch quality control data; and those carried out for other reasons. The
legislation is divided into seven groups:

(a) United Kingdom legistation only;
(5] legisiation specific to one EU country only (excluding the UK);

(c) general EU requirements, including the European Pharmacopoeta;
(d) non-EU member country of Council of Europe legislation;

(e) legislation of other countries;

() any combination of (a)-(e);

{g) purposes other than legislative requirements.

The following are examples of specific legislative requirements which may be included:

Medicines Act 1968;

Workplace safety, e.g. Health and Safety at Work Act 1974, COSHH Regulations;

Substances used in agriculture, e.g. Control of Pesticides Regulations 1986; EU Pesticides
Directives;

Substances used in foodstuffs, e.g. Food Safety Act 1990.

(iii) Specific types of toxicity tests (Table 12)
acute and subacute dose ranging or limit setting lethal toxicity tests;
acute quantitative lethal toxicity tests;
acute and subacute non-lethal clinical sign toxicity tests;
subchronic and chronic toxicity tests;
carcinogen/teratogen/mutagen tests;
other reproductive toxicity tests;
tests for clinical signs in the eye;
tests for clinical signs on the skin, including irritation or sensitisation;
toxicokinetics, pyrogenicity, biocompatibility and other toxicology tests.

(iv) Tables showing some selected work in greater detail

There are three further tables which examine some aspects of toxicological work in greater detail (see
appendix C for full details of the codes):

Table 13: non-pharmaceuticals (list A, row 10, codes AQ1-A0G);
Table 15; pharmaceuticals (list A, row 10, codes Al1-Al4);,
Table 16: other safety or toxicology (list A, row 10, codes A21-A25).

(Table 14 on cosmetic safety has been discontinued since all such use ceased prior to 1999.)

Tree tables {(Tables 18a-h)

16.

These show, by means of ‘trees’, how procedures carried out on certain species of animals which are of
particular interest are broken down into their various categories. The species illustrated in this way are:
cats, dogs, horses, new-world primates, old-world primates, and rabbits. Two further tables were
introduced in 1999 to illustrate the use of genetically modified animals, and animals with harmful genetic
defects.

10



PART B - PROJECT LICENCE HOLDERS AND DESIGNATED PLACES
Type of designated place (Table 19)

17. Project licence holders have been classified according to the type of designated place which was their main
place of employment at the end of the year, although they could be licensed to carry out procedures at more than one
place. Procedures have been classified according to the type of designated place of the project licence holder
reporting them.

PART C - HISTORICAL AND TIME-SERIES TABLES

18. Tables 20-27 summarise some selected aspects of the annual statistics collected since the introduction of
the Animals (Scientific Procedures) Act 1986 on 1 January 1987. For the reasons explained below, not all the tables
refer to the same time period.

19. Some of the historical tables appearing in previous publications have been discontinued because of the lack
of comparability with data prior to 1993, when the present system for collecting and presenting data was introduced.
Footnoles are given in those tables which have been retained to explain aspects of the discontinuities.

20. Two tables (21 and 25) have been adapted to reflect the way data have been reorganised: Table 21 carries
information about legislative requirements from 1995 only, because earlier data are no longer comparable, and
Table 25 has replaced tobacco and alcohol safety data with data for pharmaceutical and other safety, but figures for
earlier years are still shown because data in the rest of the table are comparable.

21. Three tables show data only from 1995: Table 24 on non-toxicology procedures by field of research, Table

26 on procedures by primary purpose, and Table 27 on procedures by primary purpose and genetic status. There are
no comparable figures for earlier years.

11



MAIN POINTS

The number of scientific procedures started in 2001 was just over 2.62 million, down 92,000 (3.4
per cent) on 2000. This is the lowest number of procedures reported since the Animals
(Scientific Procedures) Act started to come into force in 1987, The number of animals used for
the first time was 2.57 million, down 75,000 (2.8 per cent) on 2000.

Mice, rats and other rodent species were used in the majority of procedures — 85 per cent of the
total.

Dogs, cats, horses and non-human primates, accorded special protection by the Act, were
collectively used in less than 1 per cent of the procedures.

Use of all non-human primate species rose by 8 per cent in 2001.

Over 99 per cent of procedures carried out on animals listed in Schedule 2 of the Act used
animals acquired from designated establishments in the United Kingdom.

The use of genetically normal animals has decreased from 2.27 million in 1995 to 1.74 million in
2001, a drop of 23 per cent over this period.

The use of animals with naturally occurring harmful genetic defects decreased by 4 per cent
compared with 2000.

Genetically modified animals were used in 631,000 regulated procedures, representing 24 per
cent of all procedures in 2001, compared with 8 per cent in 1995. This is an increase in use of 8
per cent over the use in 2000, and was mainly for breeding (68 per cent of the animals — the rest
were used in research programmes).

About 41 per cent of all procedures used some form of anaesthesia to alleviate the severity of the
interventions. For many of the remaining procedures the use of anaesthesia would have
increased the severity of the procedure.

Almost 50 per cent of non-toxicological work involved research in the fields of pharmaceutical
research and development, immunology, and cancer research.

Procedures for toxicological purposes accounted for 17 per cent of all procedures started in 2001.
This proportion is the same as that recorded in 2000. Since 1995, procedures for toxicological
purposes have fallen from 677,000 to 455,000, a fall of 222,000 or just under 33 per cent.

The majority of toxicology/safety procedures (86 per cent) were performed to conform to
legislative requirements. Procedures carried out for non-legislative purposes include studies for

the refinement or replacement of live animal use in safety testing as well as ecological studies.

Pharmaceutical safetyfefficacy evaluation purposes accounted for 61 per cent of all procedures
for toxicology, other safety and efficacy evaluations.

No procedures were performed in 2001 for the purpose of evaluating the safety of cosmetic
products, cosmetics ingredients, or tobacco.

12



COMMENTARY
OVERALL FICTURE

Procedures started in 2001

The number of scientific procedures started in 2001 was just over 2.62 million (Table 17, a fall of about
920000 (3.4 per cent) compared o 2000, and reversed the rise reported in that year, Although there has
been a downward trend in the annual number of experiments or scientific procedures since 1976, this rend
has bevelled owt in recent years. This is mainly due to the increased use of genetically modified animals,
which is likely to continue (see Figure 24 and related ext).

Some 2,57 mallion ammals were used for the first time in procedures started in 20001 (Table Lla). This was
aboar 75,000 (2.8 per cent) fewer than in 2000, broadly reflecting the number of procedures started,

Millions of provedires
B M Procedures
. B Expsriments iz
5
4
|
2 -
| I“ll
1048 1549 RS0 MEAT 160 1BEG DGR 1673 1097 EAM 1965 1080 1009 1907 2004
(1] Esparimans urder the 1078 Aot or Scensic (& The sxpedments induded in 15987s
procedunes uncer the 1968 Act. figuras abso counted & procedunes under
ha 1888 Act

Figure [: Experiments or procedures commenced each year, 1946-2007"

Species used (Tables | and 1a and Figure 2)

The species of animals involved in the largest numbers of procedures in 2001 were mice (63 per cent of
procedunss, compared with 39 per cent in 2000); rats (19 per cent, compared with 20 per cent in 2000);
guinea pigs (2 per cent, the same as in most recent years); birds (5 per cent, similar to 2000), fish (6.5 per
cent, down from 9 per cent in 2000, and partly reversing that year’ rise), ungulates (1.4 per cent) and
rabbits (1.3 per cent).

Drorgs (0L3 per cent of all procedures in 2001), cats (0,06 per cent) and non-huran primates (0,15 per cent)
were involved in relatively small mumbers of procedures (a combined total of 13511 in 2001}, and the
total wse of these three groups rose by 376 procedures (3 per cent) from 2000,

There were falls in procedures using the majority of species (see below), but the principal increase in 2001
wag in procedures involving mice (up 51,0000, mainly due to their increased use in breeding procedures
Cither species showing increases were reptiles (up about 1.600), beagle dogs (up 400), squirrel monkeys,
macagques, most birds, and amphibians.

There were also increases (relatively small in numbers, but in proportion between a third and two-thirds in
total} in procedurcs using species classified as ‘other® in 2001: the use of ‘other’ rodents was up 541,

13



‘other’ carmivores up 3234, “other” mammals up 319, “other” birds up 281 and “other” ungulates up 10, In
2000 the “other carnivore” category included badgers, weasels, wild cats, foxes and seals, all used for
research relevant o those species. The increase in use of other carnivores was partly due o work on
ecoloeical and population studies. The “other mammals’ incheded species such as shrews, bats, vales and
hares.

There were decreases in procedures using most species, but notably rats (down 35,000 procedures), fish
(down 72000, partly reversing the increase of the previous year), sheep (down 178000, caule (down
4 5000, guinea pigs (down 94000, rabbits (down 59000 and pigs (down 2,700),  Other species recorded
smaller declines in use, including cats (down 233) and horses (down 407). The general decrease in the use
of farm animals was mainly due to the outbeeak of foot and mowh disease m 2001, which cuntadled
research by limiting the movement of animals,

Mo procedures were performed in 2001 on grevhound dops, camelids, prosimians, baboons, Great Apes,
gibbons, non-specified new-world primates and non-specified old-world primates, or ocfoprer vilgans, the
single cephalopod species protecied by the Act. The Government stated in November 1997 that it would
no longer issue licences to use Great Apes in scientific procedures. No Greal Apes have been used since
the current legislation (the 1986 Act) was introduced in 1987.

Where there was no use of a species, the species might not appear in tables other than Tables 1, 5 and 10,

Mice 63% P'““"Tﬁ —
Breeding 30% N iy

migdicine

T%

Other 2%

" Reptiles/amphiblans 126

Birds 5% Applied -
Cither mammals 3% human
Bate 19% Other Fundamental medicine
rodents beological 26%
% research  90%

Procedures by primary

Procedures by species purpose of procedure

Fignre 2: Procedures by species of animal and primary purpose of procedure, 2000
Primary purpose (Tables | and Lo, and Fipure 2)

In 2001, the main purposes for performing scientific procedures were for fundamemtal biological research,
and breading, each accounting for just under TROL000 procedures or each just less than 30 per cent of the
total,  Applied studies into human medicine or dentistry was the only other significant category, with
690,000, representing 26 per cent of procedures started in 2000, All categories except breeding registered
a year-on-vear fall in the number of procedures: fundamental research was down 94,000 or 11 per cent,
applied studies inio human medicine was down 49,000 or 7 per cent and procedures undertaken for direct
diagnosis of disease fell by 11,000 or 24 per cent.

All categories show a declining trend except breeding, where the increase over the number of such
procedures in 2000 was 11 per cant, (and where over twice the number of procedures were conducted for
this purpose than in 1995). Numbers of procedures for applied sudies in veterinary medicine have been
Huctuating over the last seven years.
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Source (Table 2, 2.1 and 2.2)

In 2001, 86 per cent of all procedures were performed on animals listed in Schedule 2 to the Act {mouse,
rat, guinea pig, hamster, gerbil, rabbit, cat. dog, ferre, non-human primaite, pigs (if genetically modified),
sheep (if genetically modified), and quail).

In total, 99 per cent (2.25 million) of pracedures carried out on animals fisted in Schedule 2 used animals
acquired from designated establishments in the United Kingdom, 57 per cent from the user’s own
establishment, and 43 per cent from another designated establishment. The number of procedures
involving Schedule 2 listed animals obtained from sources outside the EU in 2001 fell by 663 to just over
9400, and of these, 8,000 were obtained from outside Furope (62 per cent of which were mice).
Acquisition from abroad is due to a [ack of available animals of either a suitable strain or suitable health
status for the particular purpose.

From Tables 2, 2.1 and 2.2 it can be seen that about 46 per cent of the Schedule 2 listed species which
were obtained from sources outside the UK were either harmful mutant or genetically modified animals.
They were ulmost all mice, and the remainder were rats. Eighty nine per cent of harmful mutant and 96 per
cent of genetically modified animals were obtained from within the licensee’s own designated
establishment.

Just over 47 per cent of all procedures performed on non-human primates used animals acquired from
designated sources within the United Kingdom. The recent closure of the main non-human primate
supplying establishment has resulted in more project licence holders sourcing such animals directly from
abroad. The rodents, ferrets and rabbits from non-designated sources in the UK are mainly those involved
in studies requiring animals from or in the wild.

The dogs and cats from non-designated sources within the UK included all categories of dog except
greyhound. The research programmes required animals representative of the general pet population which
are not available from the usual designated sources, and which were used for studies relevant to the
specific breed or type of dog or cat.  As in the case of the non-human primates above, the closure of the
major cat breeder has resulted in increased brecding at licensees’ own establishments, as well as increased
importation. A shortfall in supply of appropriate dogs from designated suppliers in the UK has also led to
increased importation.

The use of animals in Schedule 2 acquired from non-designated sources in the UK was duly authorised as
properly justified under Section 10(3) of the Act.

Some 357,000 procedures, down 91,000 (20 per cent} on 2000, were performed on species not listed in
Schedule 2.

Genetic status (Table 3, 3.1, 3.2, 3.3, figurc 2A)

Two out of every three procedures started in 2001 involved normal animals. However, from 2000 to 2001
there was an overall decrease of about 131,000 procedures involving genetically normal animals. In the
slightly longer term, the use of genetically normal animals has decrcased from 2.27 million in 1995 to 1.74
million, a drop of 23 per cent over this period.

Some 247,000 procedures (9.4 per cenl) started in 2001 involved animals with a naturally occurring
harmful genetic defect, 10,000 fewer than in 2000. The animals were mostly mice (207,000 procedures)
and rats (29,000). Other than procedures associated with maintenance of breeding colonics, the work with
mice was split reasonably evenly between lundamental biological research and applied studies. The 25
procedures involving dogs noted in this table as having harmful genetic defects, were for studies of
naturally-occurring eye diseases relevant to both dogs und man.  After a slow increase a few years ago, the
number of procedures using animals with a harmful genetic defect has tended o fluctuate more in recent
years, and the percentage of all procedures represented by these has also risen slowly but the trend is now
static (from 8.4 per cent in 1995 t0 9.4 per centin 2001).
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Figure 2A: Procedures involving norinal, and genetically modified, animals, 1995-2001

The use of genetically modified (GM) animals was identified as a separate category in this report for the
first time in 1990; this category reached some 631,000 procedures in 2001, 49,000 (8 per cent) more than
in 2000. Almost a quarter of all procedures in 2001 involved genetically modified animals, and all but
11,400 of these procedures involved mice. Moreover, GM and mutani animals (see above) accounted for
about half of all mouse vse in 2001. The decrease in the number of procedures involving GM rats for
breeding was offset by an increase in their use for fundamental studies. Use of GM pigs fell, but there was
a rise in the number of procedures using GM sheep, amphibians and fish. Except for rats, rabbits and
amphibians, the main use of GM animauls was their actual breeding, which has been reported using separate
coding since 1995. In contrast to the earlier slow rise in the use of animals with natural harmful genetic
defects, the main regulated use of GM animals has mare than doubled since 1995 and in percentage terms
now represents about 24 per cent of all scientific procedures, compared with 8 per cent in 1995, This
increase has however been more than offset by the decline in the use of genetically normal animals.

Table 3.1 shows normal animals used only in breeding programmes. Nearly all these animals were mice
{98 per cent), the remainder being rats, pigs, sheep, fowl and amphibians. Comparison with 2000 shows
similar use to last year. Table 3.2 shows that most harmlul mutant animals used were again mice {84 per
cent). This table also shows that patterns of species use were very similar to those in 2000. Nearly two
thirds of all these animals were used for mainienance of breeding colonies; lewer than one per cent were
used in toxicology. An increase in procedurcs for maintenance of the breeding colony was offset by a
decrease in use for production and other non-breeding purposes. Table 3.3 shows that the pattern of
species and use of GM animals is broadly similar to last year, with increases in most areas, but use of rats,
ungulates and rabbits has fallen, and there was alse a fall in the number of procedures conducted for
production and non-breeding purposes, and for toxicology.

Target body system (Table 4a)

In 2001, about 147,000 procedures (6 per cent of the total) were concerned with the respiratory or
cardiovascular system or blood; 399,000 (15 per cent) with the nervous system or special senses; 70,000 (3
per cent) with the alimentary system (including the liver); 111,000 (4 per cent) with the skin, skeletal or
muscle system; 229,000 (9 per cent) with reproduction; 445,000 (17 per cent) with the immune system;
146,000 (6 per cent) with a single other body system not already mentioned; and 395,000 procedures, a
further 15 per cent, were aimed at more than one body system. The remaining 680,000 procedures, over
one-quarter of all procedures, were those in which the body system or systems affected were not relevant.
The proportion of procedures for the different target body systems is broadly similar to the use in recent
years.
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Use of anaesthesia (Tuble 4b}

About 60 per cent of procedures did not use anaesthesia. Procedures are permitted without anaesthesia or
analgesic only when the administralion of an anaesthetic or analgesic is judged 0 be more traumatic than
the procedure itself, or when anaesthesia is incompatible with the object of the procedure. Local
anaesthesia was used in 233,000 procedures (down 8,000 from the year 2000, and just under 9 per cent of
the total), mainly in mice (216,000 — uvsually for tissue collection for genetic analysis) and variouas
ungulates (9,000). Anaesthesia without recovery was used in 269,000 pracedures, about 10 per cent of the
total (up 64,500 from the year 2000).

Neuromuscular blocking agents (NMBA) were reported in less than one per cent of procedures, mainly in
conjunction with general anacsthesia. Three quarters of these procedures were carried out under general
anaesthesia without recavery. Sixty embryonic domestic fowl were given an NMBA without anaesthetic
while irt ovo tor tundamental anatomical studies. The NMB A was not used in place of an anaesthetic.

FUNDAMENTAL AND APPLIED STUDIES OTHER THAN TOXICOLOGY, REGULATORY OR
SAFETY PURPOSES

The attention of readers is drawn to paragraph 15 of the introductory notes above where the method of recording
procedures for toxicology and regulatory purposes, against those for non-loxicology purposes, is explained,

Some 2.2 million procedures, in which 2.1 million animals were used for the first time, were conducted for
purposes of fundamental and applied studies other than toxicology, safety or other regulatory purposes in
2001. There was a fall of 93,000 in the number of such procedures and of 76,000 in the number of animals
used, compared with 2000, almost exactly reflecting the fall in the overall number of procedures. Some of
this decrease was due to the reversal in the use of fish, primarily for behavioural studies related to fish
husbandry and [ish disease research conducted in 2000, Of the procedures started in 2001, 1.49 million
(69 per cent) were performed on mice and 346,000 (16 per cent) on rats, 117,000 (5 per cent) on birds
(mainly domestic fowl) and 117,000 (5 per cent) on fish. A total of 2,400 procedures used dogs, [,600
used cats and 1,500 used non-human primates.

Field of rescarch (Table 5, 33, 5.1 and 5.2)

Of the various tields of research, the fargest single category was pharmaceutical research und development,
which accounted for 409,000 procedures (19 per cent of all non-toxicology procedures), mainly on
rodents. Immunolegy (392,000) and cancer research (269,000) represented around 18 and [2 per cent of
this total respectively; a wide range of species was used in immunology but mice and rats accounted for all
but 0.5 per cent of the procedures carried out for cancer research. Anatomy, physiology, parasitology and
molecular biology were the only other fizlds where the number of procedures was greater than 3 per cent
of all non-toxicology procedures. The main changes compared with 2000 were: psychology (down
69,000, reversing the rise last year), pharmaceutical research and development {down 338,000,
microbiology (down 28,0000, molecular biology (down 19,000, reversing (he rise of the last two years) and
nutrition (down 15,000, reversing the rise reported last year). Tncreases were reported principally for
immunology (up 36,000, part of a rising trend), pathology (up 16,000, also an upward trend), parasitology
{up 18,000), physiology (up 14,000) and cancer research {up 10,000).

Animals with harmful genetic defects (Table 5.1) were used across a wide range of disciplines, except tor
clinical surgery, dentistry, zoology, botany, animal science, ecology, and research related to the use of
tobacco or alcohol. The principal disciplines for which such animals were used were: cancer research
(68,000 or 28 per cent of all procedures involving animals with harmful mutations), immunology (38,000
or 16 per cent), and ‘other’ use, i.c. disciplines not otherwise specified, 56,000 or 23 per cent. With the
exception of rodents and rabhits, the use of other species with harmful genctic defeets was mainly for
research relevant to those species.

There was a broadly similar spread of disciplines involving genetically modified animals (Table 5.2),
except that the greatest use was for immunology (176,000 or 28 per cent of procedures using GM animals),
cancer research (107,000 or 17 per cent) and anatomy, which includes developmental biology (85,000 or
14 per cent).
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Production of biclogical materials (Table 8)

In 2001, some 295,000 procedures, 19,000 fewer than in 2000, were for the purposes of production of
biological materials. About 38 per cent of these were for the production of infectious agents and, of this
particular group, 29 per cent used mice and a further 66 per cent used birds.  Vectors, neoplasms and
polyclonal antibodies accounted for a further 14 per cent; here. rodents were the main animals used except
for polyclonal antibody production, where rabbits or ungulates were also generally used. The remaining
46 per cent of production procedures were to obtain other biological material such as tissues or plasma,
using a wide range of species.

In November 1997, the Government confirmed that the production of monoclonal antibodies by the ascites
method could only be considered if in vitro attempts at production had failed, or the use of animals was
Jjustified for specific diagnostic or therapeutic products. The coding of the returns form was changed in
1999 to distinguish between procedures for the immunisation of animals used in monoclonal antibody
production, (for which therc are no generally applicable replacement alternatives), and those where the
ascites model has been used. The immunisation method to produce tissues for in vifro use (using mostly
mice) showed a maodest fall of 623 to 4,809, reversing the slight rise last year.

In 2001, 1,200 procedures were performed (all on mice) for the production of monoclonal antibodies
using the ascites model, an increase on last year but still considerably lower than the 3,000 performed in
1999, With the exception of ten procedures where supplementary enquiries have raised concern regarding
their justification, all other procedures using the ascites method in 2001 were authorised in accordance
with the policy set out above.

Techniques of particular interest (Table 9)

Among nen-toxicological work, certain procedures have been identified as being of particular interest.
These have been described above in paragraph 13A(iii} of the introductory notes.  About 152,000
procedures, representing 7 per cent of non-toxicological procedures, fell into this category in 2001, just
slightly lower than the number reported in 2000. The number of these procedures has fluctuated from
year to year but in 2001 was the lowest since this category of pracedure was separately identified in 1995,
There were some increases, principally in procedures involving inhalation (up 9,800 on 2000) and aversive
training (up 4,600) but these were matched by decreases, particularly in procedures involving interference
with the brain (down 8,000} and radiation (down 4,900). Inhalation procedures used mainly rodents, and
aversive training involved mainly rats and birds. Rats were the main species used for procedures involving
interfarence with the brain, and mice for radiation.

TOXICOLOGY OR OTHER SAFETY OR EFFICACY EVALUATION
Purposc (Tables 10, 10a)

Procedures for the purpose of toxicology or safety and efficacy evaluation accounted for 455,000, or just
over 17 per cent, of the total number of procedures carried out in 2001. This was almost exactly the same
number as in 2000. These procedures used 443,000 animals for the first time (Table 10a), a very small
rise of just over 1,076 from 2000.

Since 1993, procedures for toxicological purposes have fallen from 677,000 to 455,000, a fall of 222,000
or just under 33 per cent.

Of those procedures started in 2001, 170,000 (37 per cent) used mice; a further 155,000 (34 per cent) used
rats, and other rodents were used in 29,200 procedures (6 per cent). Some 54,000 (12 per cent of the total)
used fish, 23,000 used rabbits, birds were used in 10,000 procedures, and dogs (beagles) in 5,600. Other
species accounted for less than 2 per cent of all toxicology procedures; 2,500 used non-human primates but
only 12 used cats. Species for which there was a fall in the number of toxicological procedures in 2001
included: guinea pigs {down 6,000 or 18 per cent), rabbits (down 2,600 or 10 per cent) domestic fowl
{down 3,900 or a third), and new-world primates (down 500 or 66 per cent). There were few species with
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a significant rise in use but procedures involving reptiles {numbering 1,500) appeared for the first time;
dogs were up 1,100, also fish (up 86000 and old-world primates {up $04).
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Figure 3: Procedures (toxicology) by species of animal, prurpose of test, legisiative requirement and type of test, 2001

Only about one in every 300 procedures involving genetically modified animals was carried out for
toxicology, and all of the animals so used were mice (sec Table 3.3). A broadly similar picture emerped in
the case of animals with harmful genetic defects (Table 3.2).

Safety, efficacy testing, and guality control of pharmaceutical products aconunted for nearly 54 par cent of
toxicology  procedures in 2001, The pext most common purposes were safety evaluation of substances
e in industry (53,0000 and in agricultwre (41,0000, and evaluation of environmental pollution {38, 000),

There were increases in procedures performed o evaluate environmental pollution (up 3,2000, and
substances used in agriculture (up 5,700). Pharmaceutical ADME and residue testing was up 11,400 and,
tr a lesser extent, safety testing (up 6.400) and quality control (up 1,300). Method development also was
up, by 1800, All other categories showed a fall in the number of procedures; the principal decreases being
for pharmaceutical efficacy testing (down 17.000), toxicology research (down 4.900) and ‘other'
toxicology, not defined elsewhere in the table (down 2,400).

In Movember 1997 the Government announced that no further Hcences would be issued for cosmetic
finished-product testing, and that existing licences had been amended to exclude this type of work. This
was extended in November 1998 1o ingredients intended primarily for cosmetics. As a consaquence no
procedures were performed for cither of these purposes in 2001. Table 14 has therefore been omitted from
this year's publication. Since 1995 there has been no safety testing of tobaceo or wobaceo products and
there are no licences in force for procedures of this kind.

Legislative requirements (Table 11)

Of the total of 435,000 wxicology or safety procedures in 2001, 86 per cent were performed o comply
with legislation or other regulations. Only 24,500 procedures (5 per cent) were performed o satisfy UK
legislation alone; about 75,000 (16 per cent) were performed to satisfy the requirements of either a single
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EU country (excluding the UK) or the EU inn general; a further 4,600 (1 per cent) to meet the requirements
of Council of Europe countries outside the EU, and 30,600 (7 per cent) for other international legislation.
The majority of procedures performed to fulfil legislative requirements (235,000, or 56 per cent) were used
to satisfy a combination of the above requirements. The remaining 66,000 procedures, 14 per cent of
toxicology and safety work, were performed for purposes other than direct legislative or regulatory
requirements, ‘

Type of test (Tables 12, 13, 15, 16)
See explunatory notes for List A, Row 11 in Appendix C for more details of the type of test or procedure.

From 1999 the category of procedures relating to acute lethal toxicity tests was subdivided into; acute
lethal (L.ID50, acute lethal concentration (LCS50) and other types of acute limit-setting tests. During 1999
an announcement was madc by the Home Office that acute lethal toxicology testing using the OECD
Guideline 401 would no longer be licensed il a scientifically suitable alternative was available, regardless
of the preferences of regulators. In 2001 acute quantitative lethal toxicity tests accounted for 71,000
procedures or 16 per cent of all toxicology work. Tests were reported in this category {or the {ollowing
purposes: safety testing of substances used in agriculture, safety testing of substances used in industry,
pharmaceutical safety and shelifish toxicity testing. None of these tests was carried out according to
OECD Guideline 401. Acute lethal concentration lests accounted for 23,500 procedures (3 per cent), and
acute limit-setting lethal toxicity tests another 27,500 procedures (6 per cenl). There was an overall
increase in the use of procedures for acute safety testing from 123,000 in 2000 to 147,000 in 2001, partly
reversing the fall in such procedures last year.

A further 43,000 (9 per cent) were carried out for subacute toxicity or limit-setting tests. This was 2,600
fewer than in 2000, Of the remainder, other, non-specified, toxicological tests (mainly using mice and
rats} accounted for the greatest single proportion with 100,000 procedures (22 per cent of the total), a fall
of about 18,600 on 2000. The present ‘other” category is comprised mostly of procedures concerning
pharmaceutical safety testing not otherwise described, other basic or applied toxicology research, and the
acquisition ol tissues for further in vitro studies.

There were about 11,700 procedures carried out on rabbits for pyrogenicity testing (1,620 fewer than in
2000), which will continue as a necessary safety test required by regulatory bodies as there is no validated
alternative for the evaluation of non-crystalloid substances for intravenous injection into humans; a further
1,450 procedures carried out on rabbits to test for clinical signs in the eye (500 fewer than in 2000); 48,000
procedures (11 per cent), mainly on rats, to test for reproductive toxicity; and 20,800 procedurcs {35 per
cent) on rodents to test for skin sensitisation, mainly on guinca pigs used for the safety testing of products
used in agriculture and industry,

Further detailed analysis of safety testing is contained in Tables 13, 15 and 16. Each of these tables takes
one of the three purposes shown in the columns in Table 11, and examines pracedures by species by each
of the types of test shown in the columns of Table 12, For example, Tables 13, 15 and 16 show that the
39,000 procedures carried out on rats for reproductive toxicity other than teratogenic testing (Table 12) is
split mainly between safety testing both of pharmaceuticals (see Table 15), and non-pharmaccuticals
{Table 13). Two out of three of these tables show a slight increase in the number of procedures against the
comparable figures for 2000: non-pharmaceuticals up 4,500 (3 per cent), pharmaceutical safety up 2,000
{0.8 per cent) and other safety down 6,000 or 13 per cent,

Table 14 no longer appears because there was no testing of cosmetics or ingredients intended primarily
Jor cosmetics in 2001 (see Appendix A).

Rodenticide trials

It is impractical to collect accurate figures on the number of animals affected in field trials of rodenticidal
substances. In 2001, a single project licence holder mude a positive return, estimating that a total of 799
wild rats were involved. This figure is not included in the tables.
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Usze of animals in CITES list

Returns were required on the use of animals listed in Appendix 1 of the Convention on International Trade
in Endangered Species of Flora and Fauna (CITES) or in Anmex C. w the Council Eegulation
(EEC)3020/82 (see the notes tn the retum form in Appendix C). Mo procedures were reporied in 2001 on
ammals included in this category.

TREE TABLES (Tables 18a-h)
These ables show the relutionship between the purpose of the procedures and the target body system for
six species in which there is special interest (Tables 18a<f). The species presented in these tables are: cats,
dogs, horses, new-world (nom-human) primates, old-world (non-human) primates, and rabbits, Two further

tabdes illustrate the use of genetically modifisd animals (Table 18g) and animals with a harmful genetic
defect (Table 18h). Additonal information on uss is provided where appropriate.

RETURNS, PROJECT LICENSEES AND DESIGNATED PLACES [Tablz 19)
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Figure 4: Project licence holders and procedures started in 2001, by iype of designated place (soe. only
hgsr profedt soene okdred reporling proveadures in 200 are iecluded)

Returns
Hetumns were received in respect of 3,970 project licences in 2001, 40 fewer than in 2000, Ouoly fifieen
lscensees failed bo make returns. Just under 2,800 licensees reported starting procedures in 2001, some B0
fewer than in 2000, Of these, about 2,000 {73 per cent, as against 68 per cent in 2000), reported starting
more than 50 procedures. The holders of about 1,200 project licences (30 per cent of all licensees)
reported starting no procedures in 2001 (Table 19). This was very similar o the position in 2000

Project licensees and designated places

Sixty nine per cent of the projects on which procedures were stanied were based al universities or other
scademic establishments (including medical schools and former polytechnics) but they accounted for only
Just over 38 per cent of the number of procedures, Projecis al commercial orgamsations reported 39 per
cent of the procedures started in 2001, and accounted for 14 per cent of all projects reporting procedures
(Table 19 and Figure 4)

Throughout ihe period 1981 to 1992 university licensees performed between one-fifth and one-guarter of
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all experiments or procedures, but since 1992 this has slowly risen 1o nearly 40 per cent. The proportion of
procedures carried out by commercial licensees has fallen from 60 per cent in 1987 to 39 per cent in 2001
(Table 23; see also Figure 5). The number of procedures reported by universities or other higher
educational establishments overtook that reported by commercial organisations for the first time in 2000,
but in 2001 fell back slightly to just below the level reported by commercial firms. The fall in the number
of procedures carried out by commercial licensees has been largely responsible for the overall fall in the
total number of procedures over recent years (though in 2001 the higgest fall was in procedures conducted
in universities). The number of procedures started in other types ol establishment has tended to fluctuate
over the last eleven years.

Millions of procedures

4
| Total
3.5 -
| Commercial
3
L Universities
25

TR N B ‘ Y Y N NN N
1987 1989 1991 1993 1995 1997 1999 2001

Figure 5: Procedures by type of establishment, 1987-2001. The graph shows the two (ypes of institution
responsible for the largest number of procedures (and therefore have most impact on the overall number of
procedures started each year).

Historical tables

Tubles 20-27 (q.v.) show longer-term trends in scientific procedures.

Feedback

The Home Office would welcome comments from users on how well this publication meets
their needs, and will consider any suggestions for improving it in future years. Comments
and suggestions must be sent to the address below by 31 Oclober 2002 if they are to be taken
into account in time for the next publication (covering procedures started in 2002).

Comments should be sent to:

Home Office

Research Development and Statistics Directorate,
Room 260

50 Queen Anne’s Gate

LONDON SWI1H 9AT

or email: publications.rds @homeoffice.gsi.gov.uk




Organisation Chart: Relationship between the tables in part A, 2001

TABLE1 | ] TABLE 1a
Species by purpose Species by purpose
{procedures) fanimals)
TABLEZ | TABLES 2.1, 2.2
Source of animals Source by genetic status:

! harmful defects, GM

TABLE 3 TABLES 3.1, 2.2, 3.3

Genetic status Breeding procedures and
; research by genetic status

TABLE 4a
Target body system

TABLE 4b
Anaesthesia
(Toxicology) E {Non-toxicolagy)
TABLE1O | | TABLE 10a TABLE5Sa | TABLES
Field of toxicology Field of toxicology Field of research | Field of research
(pracedures) {animals) {animals) (procedures)
TABLE 11 TABLES 5.1, 5.2 :
Legislative reguirements Field of research TABLE 8
E by genetic status: Production of
i harmiul defects, GM biclogical matarials
TABLE 12 '
Type of test - overall ' TABLE 9
E Technigues of interest
TABLE 13

Type of test - safety

TABLE 15
Type of test - safety
of pharmaceuticals

TABLE 16
Type of test -
other toxicology

Notes

Tree tables and tables in parts B and C are separate from this relationship.
GM = genetically modified
Tables 6, 7, 14, and 17 have been discontinuad as being either superfiuous or having been superseded by other tables.
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Table 3 Scientific procedures by species of animal, primary purpose and genetic status

Great Britain 2001

Number of procedures

Species of animal Primary purpose of procedure Genstic status Total
Normal animal|  Animal with Genetically
harmful genetic madifisd
defect animat
Mause Fundamental biclogical rescarch 287,155 37,710 165,338 490.203
Applied studies 332,316 41,509 16,686 390.511
Salely 24,351 30 58 24,437
QOther uses 10,680 138 g 10,825
Breeding 176,695 127,689 437,297 741,631
Total 831,187 207,074 819,386 1,657.657
Rat Fundamental bivloyival research 141,752 5,052 2,239 149,043
Applied studies 257,626 3,073 60 260,764
Satety 63,065 - - 63,965
Other uses 2,183 - - 2,133
Breeding 2,543 20,782 996 24291
Total 468 069 28,682 3,295 500,246
Guinea pig Fundamental biological research 3,755 - - 3.755
Applied studies 27481 - - 27,481
Safety 16,015 - - 16,015
Othor usas 988 - - 998
|Breeding : - - -
Tolal 48,249 - - 48.248
Hamster Fundamenial biclegical research 4,261 - - 4,261
Applied studies 2,874 - - 2,874
Safely 154 - - 154
Cthar uses - - - -
Breeding - i3 - 18
Total 7.289 18 - 7,307
Gerbil Fundamental bicloglcal research BE6 - - 666
Applied studics 2,281 - - 2,281
Salety - - - -
Cthar usas 10 - - 10
Breeding - - - -
Tatal 2957 - - 2,957
Other rodent Fundamental biclogical rasearch 2,026 - - 2,026
Applied studies 510 - - 210
Safety 820 - - 520
Clher uses - - - -
Braeding - - - -
Total 3,056 - - 3,056
Rahbit Fundamential biclogical research 4,438 - 13 4,452
Applied studiss 20,657 - - 20,657
Safety 4.698 - - 4,693
Olher uses 3.775 - - 3,775
Breeding g 157 2 159
Total 33,568 157 15 33,741
Cat Fundamental biviegical research 366 - - 366
Applied studies 1,214 - - 1,214
Salety b - - -
Ofher uses 3 - - -
Braading - - - -
Totat 1.58Q - - 1.580
Dog - Beagle Fundamentat biological rescarch 276 - - 276
Applied sludies £.554 3 - 6,554
Safety 228 - - 228
Other uses 205 7 - 205
Braaging - - - -
Total 7,263 - - 7.263
Dog - Olher Fundamantal bislogical research 4 - - 4
Applied studies 653 10 - 663
Safety - - - -
Other uses - ] - 9
Breeding - 8 - 6
Total 657 25 - 882
Farret Fundamental bivlogical research 235 - - 235
Applied sludies 794 - - 794
Salety - - - -
Other uses 45 - - 45
Breeding - - - -
Total 1.074 - - 1,074




Table 3 Scientific procedures by species of animal, primary purpese and genetic status

(Continued)

Great Britain 2001

MNum

er of procedures

Species of animal Primary purpose of procedure Genetie status Total
Mommal animal}  Animal with Genetically
harmful genatic modified
defect animai
Cther Camivore Fundamental biological research 969 - - 269
Applied studiss 3 - - 3
Satety - - - -
Other uscs 76 - - 76
Breeding - - - -
Total 1,048 - - 1.048
Harse, Donkay et Fundameantal biclogical research a15 - - 515
Appliad shudies 33 - - an
Satety - - - -
Cther uses 7.959 - - 7,950
Braeding - - - -
Total 8,803 - - 8,805
PFig Fundamantal biological research 3.028 - - 3,028
Applicd studies 2174 - - 2,174
Salety - - - -
Qiher uses 580 - - 530
Breading 18 - 54 72
Total 5,600 - 54 5,854
Gpat Fundamantal biological research 164 - - 164
Applied studias 165 - - 165
Sataty ] - - -]
ther uses 7 - - 7
Breeding - - - -
Total 342 - - 342
Sheap Fundamcntal bislogical rescarch 6,983 - - 6,483
Applied sludies 2,321 - - 2,321
Salety 59 - - 59
Other uses 8,425 - - 8,425
|Breeding 418 - 552 870
Total 18,208 - 552 18.758
Callle Fundamental biological research 1,829 - - 1,829
Applied studics 1,415 - - 1,415
Salety 51 - - 51
Other uses 119 - - 118
Breading - - - -
Total 3,414 - - 3.414
Deer Fundamental biological rescarch 183 - - 188
Applied sludies - - - -
Salety - - - -
Other uses = - - -
Breeding - - - -
Tolal 188 - - 188
Other Unguiate Fundamental biological research 3 - - -
Applied sludies - - - -
Satety 10 - - 10
Other uses - - - -
Breeding S = - -
Total 10 - - 10
Marmaset, Tamarin Fundamental biological research 472 - - 472
Applicd sludies 762 - - 762
Safety - - - -
Othar uses 105 - - 105
Breeding - R - -
Total 1,339 - - 1.338
Squirrel, Owl or Spider monkey |Fundamental biological research - - - -
Applied studies 50 - - &0
Salaty - - = =
Other uses - - - N
Breeding - - - -
Total 50 - - 50
Macaque Fundamenlal biclogical research 334 - - 334
Applied studies 2,258 - - 2.258
Salety - - - -
Other uses 5 - - 5
Sreeding - - - -
Total 2,597 - - 2,597
Otner Mammal Fundamental biclogical rescarch 753 - - 753
Applied studies 1 - - 1
Safety 22 - - 22
Cther uses - - - -
Breeding - - - -
Total 776 - - 778




Table 3 Scientific procedures by species of animal, primary purpose and genetic status

(Continued)
Great Britain 2001 Number ol procodures
Species of animal Primary purpose of procedurs Genetic status Total
MNormat animal|  Animal with Genstically
harmiul genetic modified
defect animal
[omeslic Fowl Fundamental biclogical research 18,533 243 - 18,831
Applied studies 90,247 - - 80,347
Salety 313 - - 313
Cther uses 1,759 - - 1,758
Breeding 92 - 2 94
Total 111,044 298 2 111,344
Turkey Fundamental biclegical research 221 - - 221
Applied studies 3557 - - 3,557
Safaty - - - -
Cthar uses 131 - - 131
Breeding - - - -
Total 3,909 - - 3,909
Quall { Caturmix coturaix) Fundamental biclogical research 188 - - 168
Applied studies - - i -
Safety - - - -
Cther 1:ses - - - -
Breeding - - - -
Total 188 - - ies
Guall {spp. olher than Fundamental biological research - - - -
Coturnix ¢otmix) Applied studies - - - -
Safety 1.300 - - 1,300
Other uses - - - -
Eraeding - - - -
Total 1,300 - - 1,300
Clher birg Fundamental bislogical research 8,610 - - 8510
Appliad studias 422 - - 432
Salety 1,081 - - 1,081
Other uses 4 - - 4
Breeding - - - -
Total 10,117 - - 10.117
Replile Fundamentai bloiogical rasearch 114 - - 114
Applied sludies 1,635 - - 1.535
Safety - - - -
Other uses - - - -
Erreding - - - -
Total 1,649 - - 1.648
Amphibian Fundamental biclogical research 11,885 - 474 12,358
Applied studies ;] - - &
Satety 23204 - - 2,304
Other uses 978 - - 878
Bieeding a0 - 21 201
Total 15.255 - 585 15,850
Fish Fundamental biological research 61,196 3,714 2,896 67,806
Applied studies 52,163 . 301 5h2.484
Safaty 38,390 - - 38,380
Cther uses 2,093 - - 2,083
Breeding - 8,676 3.663 10,339
Total 153,842 10,390 6,860 171,082
All species Fundamental biclogical research 660,917 46,774 170,960 778,651
Applied studies 810,472 44,597 17,047 872,116
Safety 153,467 a0 56 153,553
Other uses 40,137 145 9 40,291
8reading 179,346 155,298 442 687 777,831
TOTAL 1,744,829 246,844 630,758 2,622,442

Species not lisled had no procedures






Table 3.1 Procedures using genetically normal animals for the production and breeding of genetically modified or

harmful mutant animals

Great Britain 2001

Number of procedures

Species of animal

Generation of founder
genetically modified animals

Normal animals within
genetically modified breading
colonies

Normal animals within

harmful mutant breeding

calonies

Totals

Mouse

Rat

Other Rodent
Rabbit

Cat

Dog

Farret

Othar Carnivore
Horse and other equids
Pig

Sheep

Other Ungulates
New World monkey
Old World monkey
Other Mammal
Bird

Reptils / Amphibian
Fish

73,233
1,579

92
a0

97,537
964

18
18

5,925

176,695
2,543

18
418

o2
g0

Total

75,386

98,535

5,925

179,846
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Table 18a Tree table - scientific procedures involving cats, 2001

366 Fundamental biological research

18 | Respiratory or cardiovascular
172 | Nervous or special senses
- | Alimentary and excretory
9| Skin and musculo-skeletal
-| Reproductive
167 | Other system or system not relevant

N Respiratory or cardiovascular

E __________ 16 | Nervous or special senses
. 262 | Alimsntary and excratory
L 22 | Skin and musculo-skeletal

v & - | Reproductive

L 547 ¢ Immune system

. __________ 367 | Other systemn or system not relevant

1,202 | Non-toxicology
12 | Toxicology
(for pharmaceutical
safety)

E _________ - | Respiratory or cardiovascular

' : _________ - | Nervous or special senses

' e - | Alimentary and excretory

: N - | Skin and musculo-skeletal

E - _________ - | Reproductive

§ : _________ - | Other system or system not relevant

................................................................... [ -] eoucation
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Table 18b Tree table - scientific procedures involving dogs, 2001

46

234

Respiratory or cardiovascular
MNervous or special senses
Alimentary and excretory

Skin and musculo-skeletat
Reproductive

Other system or system not relevant

102

178

7,217 Applied studies - human medicine, dentistry, veterinary medicine

1,249

71

294

159

22

202

Respiratory or cardiovascular
Nervous or special senses
Alimentary and excretory

Skin and musculo-skeletal
Reproductive

Other system or system not relevant

2,063

5,154

Respiratory or cardiovascular
Nervous or special senses
Alimentary and excratory

Skin and musculo-skeletal
Reproductive

Other system or system not relevant

214 Other uses (alt direct diagnosis)

Nervous or special senses
Other system or system not relovant

E Nervous or spacial senses

70

214

Non-toxicology
Toxicology

Non-texicology
Toxicology

Direct diagnosis



Table 18¢c Tree table - scientific procedures involving horses and other
equids, 2001

__________ 515 Fundamental biolagical research

B 21| Respiratory or cardiovascular

é §_:_ _::::_ - | Nervous or special senses
s - | Alimentary and excretory
. - | Skin and musculo-skeletal
o 161 | Reproductive

: o 333 ] Other system or system not relavant

331 Applied studies - human medicine, dentistry, vaterinary medicine

:I Satety - protection of man, animals or environment

. __ _________ 2 | Respiratory or cardiovascular

__ _________ 1| Nervous or special senses

s 20 | Alimentary and excretory

s - | Skin and musculo-skeletai

i 3| Reproductive

E E i_ _________ 305 | Other system or system not relevant
. W 288 | Non-toxicology

E .. .. S 43 | Toxicology (mainly
pharmaceutical
safety)

__________ S—_—

5_ - | Respiratory or cardiovascular
: - | Nervous or special senses
reeananes

H 26 | Alimentary and excretory
E

E

-

--------- - | Skin and musculo-skeletal
- | Reproductive
7,933 | Other system or system not relevant

9| Education
H 26| Forensic
: 7,924 | Direct diagnosis

71



Table 18d Tree table - scientific procedures involving New World primates, 2001

472 Fundamental biclogical research

_________ - | Respiratory or cardiovascular
F I 279 | Nervous or special senses
E': _________ 18 | Alimentary and excretory
s - | Skin and musculo-skelstal
E __________ 81 | Reproductive
__________ 94 | Other system or system not relevant

Applied studies - human medicine, dentistry, vetarinary medicine

331 Respiratory or cardiovascular
: 26 1 Nervous or special senses
' 23| Alimentary and excretory
- | 8kin and muscule-skeletal
6| Reproductive
426 | Other system or system not relovant

550 | Non-toxicology
262 | Toxicology (mainly
phamaceutical safety)

__________ J:l Safety - protection of man, animals or environment

105 | Other uses (all direct diagnosis)

Respiratory or cardiovascular

i - | Nervous or special senses

._ _________ Alimentary and excretory

: LR Skin and musculo-skeletal

: :_ _________ - | Reproductive

E e, 105 | Other system or system not relevant
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Table 18e Tree table - scientific procedures involving Old World primates, 2001

Fundamental biclogical research

22 | Respiratory or cardiovascular
29 | Nervous or special senses
Alimentary and excretory
Skin and musculo-skeletal
8| Reproductive
275 | Other system or system not relevant

s 67 | Respiratory or cardiovascular

E_ _________ 455 | Nervous or special senses
Lo 22 | Alimentary and excretory
s 6| Skin and musculo-skelstal
s - | Reproductive .

E_ _________ 1,708 | Other system or system not relevant

54

2,204

J:l Safely - protection of man, animals or environment

_l:' Other uses

- | Respiratory or cardiovascular
- | Nervous or special senses
-{ Alimentary and excretory

R - | Skin and musculo-skeletal
s -| Reproductive
: 5| Other systern or system not relevant

13

Non-toxicology
Toxicology {nearly
all pharmaceutical
safety)

Diract diagnosis



Table 18f Tree table - scientific procedures involving rabbits, 2001

3,838 | Non-toxicology
: 614 | Toxicology

20,857 | Applied studies - human medicine, dentistry, veterinary medicine

. 1,443 | Respiratory or cardiovascular
__________ 439 { Nervous or special senses
. 51 ] Alimentary and excretory

: . 360 | Skin and musculo-skeletal

: . 520 { Reproductive

: s 1,639 ] Other system or systerm not relevant

' __________ 1,181 Respiratory or cardiovascular

H . __________ 346 { Nervous or special senses

Ny 4N 267 | Alimentary and excratory

: : y A 619 | Skin and musculo-skeletal

' H s 2,430 | Reproductive

H H s 15,814 | Other system or system not relevant
__________________________________________________________________ 3,170 | Non-toxicology
e e e e e e 17,487 | Toxicology
s 4,688 | Safety - protection of man, animals or environment (nearly all toxicology)

- { Respiratory or cardiovascular
97 | Nervous or special senses
- | Alimentary and excretory
2,637 { Skin and musculo-skeletal
666 | Reproductive
1,298 | Other system or system not relevant

8| Non-toxicology
. 4,690 | Toxicology

: : E __________ 64 | Respiratory or cardiovascular

: -| Nervous or spacial senses

12 | Alimentary and excretory

L 41 Skin and musculo-skeletal

o -| Reproductive

E i E __________ 3,695 | Other system or system not refevant
e 134 | Education

E E __________________________________________________________________ Forensic

' __________________________________________________________________ 3,641 | Direct diagnosis
188 | Breeding

153 | Respiratory or cardiovascular
H 6| Skin and musculo-skeletal
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Table 18g Tree table - scientific procedures involving
genetically modified animals, 2001

78,977 | Anatomy and developmental biclogy
176,309 | Immunology
41,259 | Pharmacautical R+D
62,991 | Molecular viology
106,584 | Cancer regearch
155,245 | Other studies
1,306 | Toxicology

Rabbits

15 | Pathology

- | Immunology

- | Pharmageutical R+D
- | Genetics

- | Other studies

- | Toxicology

- | Immunology
- | Pharmaceutical R+D
54 | Therapeutics

........ - | Genstics
________ - | Other studies
- | Toxicology

= | Immunology

552 | Pharmaceutical R+D
Therapeutics

- | Genetics

OCther studies
Toxicology

Anatomy and developmental biology
Pharmacology

Clinical medicine

2| Genstics

COther studies

Toxicology

d
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H
H
L5
i
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H
"
h
H
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L
b
H
-
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L
H
H
,
-
g
L5
v
v
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e
:
L
\
o
:
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v
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b
H
L
.
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Sheep
H
,
)
1
L
,
v
b
:
L
,
L
:
:
L
,
L
H
.
H
-
H
©
)
.
-
v
L
v
.
-
H
v

595 | Anatomy, physiology

e 5,781 | Anatomny and developmental biclogy
Do 301 Pharmaceutical R & D

e 52| Molecular biology

:— ........ - | Genetics

e 716 { Animal science

:_ ________ -1 Toxicology




Table 18h Tree table - scientific procedures involving

animals with a harmful genetic defect, 2001

157 | Rabbits

10,414

38,208

18,884

14,636

68,027

84,349

456

Anatomy and developmental biclogy
Immunology

Pharmacautical R & D

Genetics

Cancer research

Other studies

Toxicology

Anatomy and developmental biology
Pharmacology

Clinical medicine

Genelics

Other studies

Toxicology

Anatormy and developmental biclogy
Pharmacology

Therapeutics

Clinical medicine

Other studies

Toxicology

Anatomy and developmental biology
Pharmacology

Clinical madicine

Genetics

Other studies

Toxicology

Anatomy and developmental biology

Anatomy and developmental biology
Pharmacology

Clinical medicing

Genetics

Other studies

Toxicology
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Table 24 Scientific procedures (non-toxicology) by field of research, 1995-2001

Great Britain Thousands of procedures
Field of research 1995 1996 1997 1908 1999 2000 | 2001
Paychology 28.4 31.0 388 33.1 339 | 1069 37.0
Pharmacsutical R&D 676§ 5042 | 5015 4700 | 4819 | 4467 | 40849
Cancer research 2626 2578 oS00 | 2033 | 2670 o584 | 26BA
Ecology 145 152 119 187 9.1 12.6 19.8
Tobacca “n 0.0 0.0 0.0 0.0 0.1 R
Alcohol 32 22 19 0.4 12 a1 3.1
Other 1,156.0 | 1,185.8 | 1,155.8 | 1.284.7 | 1,320.5 | 1.432.0 | 14284
Total 20324 § 1,99.4 | 20108 | 20053 | 21136 | 2,250.8 | 2,167.0

(1} Fewer than 50 procedures

Table 25 Scientlfic procedures (toxicology) for safety evaluation, 1991-2001

Great Britain Thousands i procadures
1991 1962 1583 1994 1995 1996 1997 1998 1599 2000 2001

Protection of man, animal or the environment by

toxicolagy or other safaty evaluation:
Environmental polluticn 58.2 59.2 62.9 51.8 35.7 35.7] 27.8 34.0f 32.3 35.0 38.2
Substances used in agriculture 71.7] 77 67.3 6B.6 £65.6 69.8 53.8 55.8 48.1 5.3 41.0
Substances used in industry B7.2, 91.8 a0.2 65.9 B5.1 B0.4 76.2 58.8 57.6 53.9 52.7
Bubstances used in the household 28 2.1 2.2 14 1.7 2.6 20 1.5 0.3 12 0.6
Foodstuls and food additives 10.9 6.1 7.6 B.2] 7.4 33 7.5 4.0 49 5.0 35
Cosmetics and toiletries 31 2.2 3.8 35 1.9 2.8 1.3 0.6 0.0 0o 0.0
Tobacco 05 0.2 0 0.03 -@

" Alcohol research 1.3 1.1 7.3 8.1 @

Other safety evaluation 138 19 10.6 B.7
Pharmaceutical - satety, efficacy, ADME and residue 333.2 365.8 311.2 284.4] 269.6 203.8 204.8
Pharmaceutical - quality control B3.8, 84.3 77.8 74.0 85.8 70.9 72.2
Other purposes 2.7 78| 67.7] 51.4 44.7 48.8) 42.5

Total 255 .4 258.6 242 217.2 677.2! 720.2 £25.1 5564.4 543.2 454.9 455.5

. Mo comparable figures are avaifable.

(1) Where series have been discontinued or a new series started, it is because there is little or no direct comparability between

flgures from previous years and the cunent year.

{2) In previous years, research on iobacco and alcohol was included, for historical reasons, in the "safaty” categonas.
From 1985 onwards, they are in the non-toxicology tables.
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Table 26 Scientific procedures by primary purpose, 1995-2001

Great Britain Thousands of procedures
Primary purposa of the procadure 1995 1996 1997 1998 1999 2000 2001
Fundamental biolagical research B841.2 884.8 820.4 894.9 B03.8 B72.8 7787
Appliad studies -
hurman medicine or dentistry 1,073.3 1.012.2 945 .4 847.3 836.2 739.0 £889.9
vatarinary madicing 198.2 1441 1601 181.3 169.6 190.7 182.2
Protaction of man, animals or
the environment 208.2 219.7 201.0 170.4 153.3 1612 153.6
Education 71 6.7 59 6.3 55 4.7 4.8
Training 1.7 1.7 1.6 1.6 14 1.3 1.2
Forensic enquiries 0.1 0.1 0.1 0.1 0.1 A Ry
Direct diagnosis B65.0 55.8 55.5 52.0 47.8 45.3 34.5
Breeding 312.7 13815 437.0 505.8 539.1 £699.6 777.8
Total 2,709.6 2,716.6 2,636.0 2,669.7 2,656.8 2,714.7 2,622.4
{1) Fawer than 50 procedures
Table 27 Scientific procedures by primary purpose and genetic status, 1995-2001
Great Britain Thousands of procedures
Primary purpose of procadure 1955 1996 1997 1998 1999 2000 2001
Normal animal
Fundamental biologicat research 7131 724.8 656.2 6641 821.5 653.2 560.9
Appliad studies 1,219.2 1,101.1 1,043.8 969.4 937.9 BE57.7 8105
Salety 208.9 219.0 200.8 1701 153.3 161.1 1535
Other uses 73.0 64.2 62.8 50.9 54.7 51.3 401
Bresding 53.5 72.2 a83.0 89.2 126.7 152.8 179.8
Total 2,267.7 2,181.3 2,046.6 1,962.7 1,884.1 1,876.1 1,744.8
Animal with harmful genetic defect
Fundamental biotogical research 53.8 439 43.3 578 55.1 54.5 46.8
Apphiad studies 40.7 41.0 501 2.7 42.9 50.8 dd 6
Salety 0.2 Q.7 0.3 - (1)
Other uses (1 [4)] 0.2 (1} 0.1 0.1 01
Braeding 131.9 148.0 142.8 1591 152.9 151.5 1655.3
Total 226.6 233.7 236.6 259.3 251.0 256.9 246.8
Genetically modified animal
Fundamental biolegical research 74.3 116.2 129.9 173.2 127.2 66,1 171.0
Applisd studies 12.7 14.2 1.7 16.5 24.9 212 17.0
Safety 0.1 - 0.3 - 0.1 oA
Other uses 1.0 N m (1 (13 IS0
Breading 127.2 171.2 2111 257.6 359.5 395.4 442.7
Total 215.3 301.6 3952.8 447 6 5118 581.8 530.5
All animals
Fundameatal biological research B841.2 BB4.8 B823.4 8848 803.8 8728 7787
Applied studies 1,272.6 1,166.3 1,106.8 1,028.7 1,006.7 929.7 8721
Safety 209.2 219.7 201.0 1701 153.3 161.2 153 6
Other uses 74.0 64.2 63.0 599 54.9 514 40.3
Breading 3126 391.5 437.0 505.8 638.1 699.6 7778
Total 2,709.6 2,716.8 2,636.0 2,669.7 2,656.8 27147 2,622.4

(1) Fewsr than 50 procedures
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APPENDIX A
General system of control under the Animals (Scientific Procedures) Act 1986

Introduction

1. The Animals (Scientific Procedures) Act 1986 put in place a rigorous system of controls on scientific work on living
animals, including the need for both the researcher and the project to be separately licensed; stringent safeguards on animal
pain and suffering; and general requirements to ensure the care and welfare of animals.

Scope of the Act

2. The Act controls any experimental or other scientific procedure applied to a ‘protected animal® which may have the effect
of causing that animal pain, suffering, distress or lasting harm. Such work is referred to in the Act as a ‘regulated procedure’.
‘Protected animals’ are defined as all living vertebrate animals, except man, plus one invertebrate species, Octopus vulgaris.
The definition extends to foetal, larval or embryonic forms that have reached specified stages in their development. Under the
Act an animal is regarded as ‘living’ until “the permanent cessation of circulation or complete destruction of its brain”.
Procedures carried out on decerebrate animals are also subject to the controls of the Act.

3. The definition of a regulated procedure encompasses some breeding of animals with genetic defects; production of antisera
and other blood products; the maintenance and passage of tumours and parasites; and the administration for a scientific
purpose of an anaesthetic, analgesic, tranquilliser or other drug to dull perception. Killing an animal requires licence authority
in certaln circumstances.

4. The controls of the 1986 Act do not extend to procedures applied to animals in the course of recognised veterinary,
agricultural or animal husbandry practice; procedures for identification of animals for scientific purposes, if this causes no
more than momentary pain or distress and no lasting harm; or clinical tests on animals for evaluating a veterinary product
under authority of an Animal Test Exemption (issued under the Medicines Act 1968).

Project and Personal Licences

5. Two kinds of licence are required for all scientific work controlled by the Act. The procedures must be part of a
programme of work authorised by a project licence and the person applying the regulated procedures must hold a personal
licence. No work may be done unless the procedure, the animals used and the place where the work is to be done are
specifically authorised in both project and personal licences.

6. A project licence is granted when the Home Secretary considers that the use of living animals in a programme of work, for
a purpose permitted by the Act, is justified and the methods proposed appropriate. In deciding whether and on what terms to
authorise the project, the likely adverse effects on the animals used must be weighed against the benefit (to humans, other
animals or the environment) which is likely to accrue from the work. Adequate consideration must also have been given to
the feasibility of using alternative methods not involving living animals. The holder of a project licence undertakes overall
responsibility for the scientific direction and control of the work and is responsible for making the statistical returns on which
this publication is based. New project licence applicants are now required to complete an accredited training course before
the licence is granted.

7. A personal licence is the Home Secretary’s endorsement that the holder is a snitable and competent person to carry out
specified procedures on specified animals, under supervision where necessary. Applicants must be over 18 and are required
to give details of their qualifications, training and experience. Those who have not previously held a Home Office licence
need the endorsement of a sponsor (normally someone in a senior position at the applicant’s place of work). Satisfactory
completion of an accredited training course is also required before a personal licence is issued.

Designation of premises

8. Except where otherwise authorised in a project licence (e.g. for field work at a specified place and time), any place where
work is carried out under the Act must be designated as a scientific procedure establishment. Since January 1990,
establishments which breed certain types of animal (mouse, rat, guinea-pig, hamster, rabbit, dog, cat and primate) for use in
scientific procedures (‘breeding establishments’), and establishments which obtain such animals from elsewhere and supply
them to laboratories (‘supplying establishments’) must hold a certificate of designation. Quail was added to this list of species
in 1993, and ferrets, gerbils, genetically modified pigs and sheep were added to the list in 1999. Designated establishments
are required to nominate a person to be responsible for the day-to-day care of animals and a veterinary surgeon to advise on
their health and welfare.
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The Inspectorate

9. The Act gives statutory recognition to the Home Office Animals (Scientific Procedures) Inspectorate and describes the
Inspectors’ duties. Inspectors hold either a medical or veterinary qualification.

10. Inspectors assess all applications for new licences or amendments to existing licences in detail and advise the Home
Secretary on how to ensure that only properly justified work is licensed. When assessing research proposals, the Inspector
ensures that full consideration is given to alternatives, not only the replacement of procedures with others which do not use
animals, but also the reduction of the number of animals used and the refinement of procedures to minimise pain and
suffering. These are known as the 3Rs. Inspectors carry out visits, mainly without notice, to establishments designated under
the Act to inspect the premises and to ensure that the establishment’s controls are adequate and that the terms and conditions
of the licences issued under it are being observed.

11. Inspectors also advise the Home Secretary on policy matters connected with the operation of the Act and they are
available to give advice and assistance to licensees and other personnel working under the Act.

12. Appendix B contains details of the numbers of Inspectors and of the number and type of inspections they carry out.

The Animal Procedures Committee

13. The Act established the Animal Procedures Committee (APC), which has the duty of advising the Home Secretary on
matters concerned with the Act and his functions under it. The Home Secretary may refer matters to the Committee, but the
APC is also free to consider topics of its own choosing. The Committee is required in its consideration of any matter to have
regard both to the legitimate requirements of science and industry and to the protection of animals against avoidable suffering
and unnecessary use in scientific procedures. Each year, the Committee makes a report to the Home Secretary, which is laid
before Parliament and published.

14. The Act requires that, excluding the Chairman, the Committee must have a minimum of 12 members; one must be a
lawyer and at least two thirds must be medical practitioners, veterinary surgeons or have qualifications or experience in a
biclogical subject. At least half of the members must not have held a licence under the Act within the last six years. The
Home Secretary must also ensure that animal welfare interests are adequately represented.

Guidance and Codes of Practice

L5. In addition to these annual statistics, the Act requires the Home Secretary to publish and lay before Parliament guidance
on the operation of the controls of the Act and codes of practice as to the care and accommodation of animals and their use in
regulated procedures. The following documents have been published, and can also be found at the Home Office website
{www.homeoffice.gov.uk)
« Guidance on the operation of the Animals (Scientific Procedures) Act 1986 (latest version 2000; HC 321);
« Code of practice for the housing and care of animals used in scientific procedures (1989; HC 107);
+ Code of practice for the housing and care of animals in designated breeding and supplying establishments (1995; HC
125);
« Code of Practice for the Humane Killing of Animals under Schedule | to the Animals {Scientific Procedures) Act
1986 (1997; HC193).
« Guidance on the Conduct of Regulatory Toxicology and Safety Evaluation Studies;
o Code of Practice for the housing and care of animals in designated breeding and supplying establishments:
Supplement: Ferrets and Gerbils (laid before Parliament on 7 November 2001)
A number of other documents of possible interest have also been placed on the Home Office website.

Education and training

16. The Arimals (Scientific Procedures) Act 1986 imposes clear responsibilities on persons with specific roles in relation to
the care and use of animals in scientific procedures. These are elaborated further in the Home Office guidance on the
operation of the Act (HC 321, The Stationery Office, 2000) as mentioned above. As the roles differ, it follows that the
education and training required before assuming these responsibilities will differ:

+ personal licence holders are responsible for the welfare of animals on which they carry out regulated procedures;
applicants will be granted licences only if adequately trained to take on this responsibility and they will usually be
required to work under supervision initially;

+ project licences will be issued only to persons with appropriate qualifications to direct a programme of work which is
well-justified and takes account of all reasonable possibilities for reducing the number of animals used, refining the
procedures to reduce suffering and replacing animal procedures with alternatives which do not involve protected
animals;
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« holders of certificates of designation have responsibility not only for ensuring that the fabric and staffing of designated
places are maintained to appropriate standards but also for ensuring that reasonable steps are taken to prevent
unauthorised procedures being carried out and that adequate training facilities are available for all animal users.

17. Considerable progress has been made over recent years in providing appropriate training for those involved in research
with animals, The training programmes for applicants for personal and project licences are described in Appendix F of the
Guidance on the operation of the Animals (Scientific Procedures) Act 1986 (2000; HC 321). All training programmes are
accredited under a scheme recognised by the Home Office. Accreditation seeks to achieve common and high standards for
licensee training which will facilitate free movement of licensees within the UK and Europe as well as ensuring high
standards in the use of animals for scientific purposes.

I8. Satisfactory completion of an accredited course prior to application for a personal licence has been a requirement under
Home Office policy since 1 April 1994. A similar requirement has applied to new applicants for project licences from 1
April 1995.

19. During 1995, mandatory training for Named Veterinary Surgeons was also introduced.

The acquisition and use of primates

20. During 1996, following recommendations made by the Animal Procedures Committee, new measures on the acquisition
and use of non-human primates were introduced:

« the use of wild-caught primates was banned except where exceptional and specific justification can be established,;

« specific justification must be made for the use of old world (as opposed to new world) primates;

+ specific justification must be made for the use of old world primates in toxicological procedures of more than mild
severity,

» approval for the acquisition of primates from overseas will only be given if the conditions at the breeding or supplying
centre are acceptable to the Home Office; and

« each batch of animals acquired from overseas, or other non-designated, sources must be separately authorised and the
transport arrangements approved by the Home Office.

21. A number of new administrative steps including additional record keeping requirements were introduced to ensure the
effectiveness of these changes.

Recent developments

22. InFebruary 2001 the Home Office, together with the British Toxicology Society, the British Society of
Toxicological Pathologists and the Department of Health, published Guidance on the Conduct of Regulatory Toxicology
and Safety Studies (see paragraph 15 above). It is aimed at those with responsibility for the design and conduct of animal
studies carried out under the 1986 Act for regulatory toxicology and safety testing.

23. In March 2001 the then Home Minister concerned, Mike OBrien MP, announced plans to increase the complement of the
Animals (Scientific Procedures) Inspectorate from 21 inspectors to 33.

24. Mike OBrien also announced in March 200[ that applications for monoclonal antibody production by the ascites
method, which the Government had earlier stated it wished to phase out in all but exceptional cases, would in future be
determined at Ministerial level (see Commentary as regards table 8 relating to this procedure ).

25. In June, July and November 2001 Home Office officials, and the then Minister concerned, Angela Eagle MP, gave
evidence to the House of Lords Select Committee on Animals in Scientific Procedures. Minutes of the proceedings are
available on the Parliamentary website (www.parliament.uk). The Select Committee is expected to report in the summer of
2002

26. In November 2001 a report was published of the review conducted by the Animals (Scientific Procedures) Inspectorate
into the working of the local ethical review process (ERP) required in each designated establishment. The report, which is on
the Home Office website, showed that generally ERP worked well and as intended, but points of best practice were identified
for wider dissemination.
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APPENDIX B

Operation of the 1986 Act
1. In Great Britain, the Act is administered by the Home Office.

2. Administrative staff operate the licensing system on behalf of the Secretary of State: processing applications for new
licences and certificates, and for amendments to existing authorities; and revoking licences as necessary.

3. Inspectors advise the Secretary of State about whether and on what terms applications for licences and certificates
should be granted. Inspectors visit establishments (on both an announced and unannounced basis) to monitor facilities,
and to ensure compliance with the Act and with the terms of licences and certificates. Inspectors are all highly qualifred
and experienced in medicine or veterinary science.

Staffing levels
4. The licensing work was carried out at five regional offices: Cambridge, Dundee, London, Shrewsbury and Swindon.

5. On 31 December 2001, there were 22 inspectors in post, and an administrative licensing section with a total
complement of 22 staff and managers. A small section of other staff in London was alse providing policy support to
Ministers, including the production of responses to Parliamentary Questions and correspondence from MPs and the public
about the use of animals in scientific procedures. In addition there were three staff providing secretariat support to the Animal
Procedures Committee.

6. At the end of the year two of the licensing section posts were vacant.

7. In 2001, the Inspectorate carried out 2,653 visits in addition to meeting demands for advice and assessment in
connection with the issue and amendment of licences and the formulation of policy. Of these visits, 2,009 were for the
purpose of inspection of designated ecstablishments and work in progress. Two thirds of the visits to designated
departments were unannounced. The remaining 644 visits were for the purpose of maintaining scientific or professional
skills, representing the Home Office or furthering Home Office policy.

8. At 31 December 2001, the number and distribution of inspectors were:

Chief Superintending
Inspector Inspectors Inspectors
London 1 1 5
Cambridge 1 2
Dundee 1 3
Shrewsbury 1 4
Swindon 3
Total 1 4 17

8. During 2002 at least five additional inspectors are to be appointed.
Personal licences

10. Duyring 2001, 2,311 personal licences were granted and 2,633 were revoked. On 31 December, 2001 there were
14,553 active licences. Personal licences continue to be in force until revoked, but they must be reviewed at least every
five years.

Project licences

11. When making an application for a project licence, the applicant and the Home Office agree an overall severity
banding for the project. There are three possible severity bandings: mild, moderate and substantial. A fourth band,
unclassified, is used for procedures where the animal is decerebrate or used under terminal anaesthesia - i.e. the animal is
anaesthetised before the procedure starts, is kept anaesthetised throughout the course of the procedure and is killed
without recovering consciousness.

[2. Itis not possible to lay down hard and fast rules about how the severity should be assessed. It depends not only upon
the amount of suffering caused, but also the duration, the number of animals and what action is taken to reduce suffering,
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such as the use of anaesthesia or early endpoints. The overall severity is used in weighing the likely adverse effects on the
animals against the benefits likely to accrue, as required by section 5(4) of the Act.

13. The following table details the number of project licences which were active on 31 December, 2001, the number
granted during 2001 and the number revoked during 2001 (normally either at the licence holder’s request or because the

licence had run the maximurm allowed term of 5 years). The total figures are subdivided into severity bandings.

Project licences

Severity In force on 31/1272001 Granted during 2001 Revoked during 2001
band

Number % Number % Number %
Mild 1,296 39 239 40 271 41
Moderate 1,811 55 329 54 361 54
Substantial 63 2 9 2 14 2
Unclassified 132 4 24 4 23 3
Total 3,309 601 669

Certificates of designation
i4. The following table details the number of certificates of designation which were in force on 31 December, 2001, the
number granted during 2001 and the number revoked during 2001. The figures are subdivided for different types of

establishment.

Certificates of Designation

Establishment type In force on 31/12/2001 Granted during 2001 Revoked during 2001
Commercial concern 97 4 11
Higher education 87 -

Quango 31 - -
Government 9 - .
Non-profit 14 2 1
NHS hospital 7 - -
Public health 3 - -
Total 248 6 15

15, Of the 248 certificates of designation active on 31 December 2001, 182 were registered as user establishments, 68 as
breeding establishments and 21 as supplying establishments. These figures add up to more than the total number of
establishments because a single establishment may be represented in more than one of the categories: for example, an
establishment may be registered as both a breeder and user of animals.

Performance against Licensing Charter standards

16. Under the licensing Charter, introduced in April 2000, the administrative licensing staff had a target to issue
decisions on all types of applications within 15 days of receipt of the Inspector’s recommendations. In 2001, 8,934 new
licences or amendments to existing licences were granted, and over 94 per cent of these were processed within the agreed
target time limit.
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SUMMARY OF INFRINGEMENTS

In the published statistics for 2000 details were given of new streamlined procedures for handling infringements. Action
on 37 infringements was completed under these procedures in 2001, two less than last year's total.

Class One infringements

These involve minor breaches of licence or certificate conditions, which are not potential criminal offences, have no
aggravating circumstances and no disputed facts.

Eleven such infringements were dealt with in the reporting period. Five arose in academic establishments, four in
commercial establishments, and one each in a QUANGO and an NHS Hospital.

Class Two infringements

These may include potential criminal offences, but are cases where it is clear from the circumstances that prosecution,
variation of licence/certificate conditions or revocation action would not be appropriate. Formal admonition is generally
the action taken against those responsible.

Eight Class Two infringements were dealt with in the reporting period. Academic establishments were involved in four,
commercial establishments in three, and a government department in the one remaining.

Class Three infringements

These are the more serious cases, where training/re-training, variation, suspension or revocation of licences/certificates,
or referral to the police for possible prosecution appear to be options. Any case where animal welfare may have been
compromised must be treated as a Class Three infringement, and all such cases are referred to the Head of the Animal
Procedures Licensing Section for consideration,

Eighteen infringements in this category had action completed on them in the reporting period.

Three were reported by licensees to the Home Office, 10 were discovered and reported by Inspectors, four were reported
by the NACWO and one was discovered by the Home Office when a personal licence holder applied for an amendment to
a licence.

A total of 14 establishments had Class Three infringements reported. Academic establishments were involved in eight,
commercial establishments in three, QUANGO’s in two, and one arose in a non-profit making organisation.

No licences were revoked during 2001. However in one case a project licence was surrendered voluntarily before the
outcome of a Home Office investigation - revocation would have been the outcome, and the former licence holder was
informed of this in writing.

Nature of Class Three Infringements

As in previous years, the nature of the infringements varied in severity. In four cases, regulated procedures were
performed without appropriate personal licence authority in breach of section 3(a) of the 1986 Act; in eight cases without
appropriate project licence authority in breach of section 3(b); and in three cases without either authority. One case
involved a delay in applying specified endpoints; one involved a departure from best practice at the time of surgery; and
one involved the movement of animals to a non-designated premises.

Action taken

1t should be borne in mind when reading the following paragraphs that any infringement case may involve more than one
personal or project licence holder.

As a result of these infringements, 33 licence holders were admonished; 15 were required to attend relevant modules of an
accredited training course; 1 was required to have a supervision order added to the licence; 12 holders of certificates of
designation were required to review the systems of control at their establishments in order to prevent recurrence; and in
nine cases no formal action was judged necessary against those involved.
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Those admonished include personal and project licence holders, and holders of certificates of designation. They also
include those who were additionally required to undergo training and required to submit their licences for revised

supervision orders. Some of the certificate of designation holders were written to on more than one occasion, about more
than one infringement, but were only counted once.
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Animals (Scientific Procedures) Act 1986

Return of procedures by project for 2001

OFFICIAL USE ONLY
Serlal

1 Number

| Project licence
number

Establishment
code

Dear Project Licance Holder

This form sats o the arrangemants for the 2001 annual raburn of statistics of reguiated procadures conductad under the Arsmals
{Scianbiic Procedures) Act 1886, It should be wsed lo record procedures thal were sfaried during 2001,

I you are mol the project licence holder for the project licance number displayed above, plaase raturn the form to the addrees balow
with an explanatory nobe. i you ara the project licence holder plaasa:-

® read and answer question 1 under SECTHON 1. if the answer to the quastion is NO simply sign and data the form, ghing a
contact telaphone nember, and resfurn # 1o the address balow using the enclosed kabal. However if the answer iz YES, please
read the rast of this latter, accompanying notes, and code ligts carefully badore compieting the form in biack ink,

® complete the form with care; this |s a computer knput documeant. This shouwld overcome avoldable gqueries at a later date.
PLEASE NOTE CAREFULLY THE CODING INSTRUCTIONS. THERE ARE SOME WORKED EXAMPLES OM PAGES 9 & 10

& Flease discand any odd coding instructions, and use only those instructions suppBed with this form.,

&  alter satisfying yvourseHl that it has been compdeted accurately, sign and date the form, gving a contact telephone mamber and
email address, and return it by 31 JANUARY 2002, using the enclosad label foc-

Harmiz Oifica

Room 451, Horsaferry House
Dean Ayle Stresd

LONDOMN SWIP 28

® undar normal circumstances the form will nod be accepled unless you, the project Bcance holder, sign SECTION 1. I this is
nit possible dee, kor example, 1o Sckness or othar unavssdable leave of absence, a nots from the signatory to explain the cir-
cumslances should be attached,

® please redain 4 copy of this returm in case of quenies.
Thank you In advance tor your care and atiention.

Yours laithfuliy
DAVID WOoOD

Anirnal Procedures and Coroners Ling
Community Policy Directorate

.................

1. Have any procedures undes the Animals (Scientific Procedures) Act 1886 under the project shown above been started dur-
ing 20017
Enter "Y" for YES or "N" for NO

2. W NO pleasa sign below and retum the form. BYES please complete SECTHON 2 and check thal the lorm has been com-
plebed in accordance with the mstructions. Then sign below and retum the form

Declaration: | am satisfied that the information required by the Secrefary o State under the condiions ol my project licence has
been supplied accurately in accordance with the instructions given,

Hame aof signalory n BLOCK LETTERS ...........cc000
Contact telephone number .. ... ..........c00veenvence-. EMANSIDESE ... ..o et rnansnsssaannans




FORM SERIAL NO:

Species
Which animals were used in the p

Select the appropriate codes by
referring fo the enclosed notes.

rocesdyre?

= == = C|TES

Is animal on the CITES list?
(see noles)

Stage of Development

What was the stage of development of the animai?

Genetic Status

Were the animals genetically ab

Source

roemal?

From where waere the animals obatined?

Anaesthesia

Were the anmals anaesthetised?

Was an NMBA administered?

R T e e =

Primary Purpose

What was the primary purpose of the procedura?

Body System

What was the primary targat body system for the procedura?

_,._ g

9

| (o2)

ALL WORK OTHER
THAN TOXICOLOGY
Field of Research Lse List B

10

Production

Usa List B

Row |

11

Legislative Reguirements
Use List A

-Enter the total number of

¥

Number of Frumduruu

ures for each column

ol s

Number of animals used for the first time
Enter the tolal numbar of animals used lor the first time

in regulated procedures

Number of animals for the first time

Enter the total number of an redsesd for e first fime
in regulated procedures (see Notes)

If no animals were reused this should be set to zero

H



FORM SERIAL NO:

PPL NO:

T







GENERAL NOTES

It is & condition of every progect licence that the project licence holder shoubd make a return befora
31 January of all regulated procedures on living animals commenced during each year. Only one
reminder of this obligation will be sent.

Information subsequently published by the Home Office will nat identify the waork ol any individual
establishmeant or project icence holder.

It you hald mone than one project licence, you will receive a separate return of procedures form for
each licence. The project ficence number is shown on the front of the form. Please take care 1o
ensure thak the work of personal licensees appears on the relurn of procedures form carmyving the
correct number, It is the responsibility of project licence holders to ensure that the work of all per-
sonal licensees performing regulated procedures on their project is included in their returns.

The form SHOULD NOT be used to notity changes in parsonal details. Such changes should be
notified separately to your regional office or to:

AP & CU, Room 448
Home Office
Horseferry House
Dean Ryle Street
LONDON SWiP 2AW

NOTES ON COMPLETING SECTION 2

&

Before completing SECTION 2 please study the section carafully and read the notes on Code Lists
lor each ROW. Be sure that you understand what is meant by

- CITES listed specifies, ROW 2
- Schedule 2 listed species, AOW 5
- Procedure, ROW 13

You may find it helpful to refer to paragraphs 2.6 to 2.33 of the Home Office Guidance on the Operation
of the Animals {Scienlific Procedures) Act 1988 (Published in March 2000 by HMSO, reference HC321)
before completing this section. This Guidance is also available al www.homeoffice.gov.ukicopdfabeu him

&.

10.

11.

12

Il you have carried out any work using harmful mutant or genetically modified animals, you must
read the whole of Annex A of the notes (on Page 8) carefully.

Complete SECTION 2 column by column in line with the sequence shown by the arrows. For each
enfry in a column (i.e. each box) select the most appropriate code from the code list for that AOW,

Do not enter more than one code in any box. Where a different set of codes is needed to describe
fully the use of different groups of animals in a particular procedure, complele as many columns as
necessary. If a mistake is made and alterations are necessary, sirike out the whole column and
compéeie a fresh one.

Each completed column should contain a unique combination of codes and record all the
procedures for any animal or group of animals of the same species which are described by that
particular combination of codes,

If your project requires more than 26 columns fo describe it, please photocopy and complete
SECTION 2 and attach the additional sheels to your return, making clear that they are additional
sheets and that the project licence number appears on them.

Forms not completed in accordance with the guidance notes will be returned to the licence holder,
Acceptance of the form In compliance with standard condition 10 of the licence will NOT be
recorded until a properly completed form |5 received in the Home Office.

Please consult your Inspector if you are uncertain how to complete the form correctly.
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CODE LISTS

-

- .
ROW 3 : STAGE OF DEVELOPMENT

Salact the eppropriate code from the list below.

1 Adult animal, fraa-Rang (inciuding necnatal and juvenile
mammals and msvly-Ralchisd binds).

2 Larmbtembryoniciostal animal. DD MOT COUNT THESE
AMIMALS - EMTER "0 IN ROWS 13, 14 AND 15,

=g

ROW 1 . SPECIES
Sedact the appropriabe coda from fhe list below.
MAMMAL
Fud Use this code for redenticide field rials ondy. Thare & no need
ia complabe e rest of the column.
Yo must provide & covanng bettar giving estimates of the
numibers of each spackas which may hawve under gons pain,
aullering, disireas or lagting harm dusing the feld trias.
A1 Mlouse
" Gun
R4 l'hlﬂl?-!{i'ﬂ
RS Cerbil
AE  Ofher rodent
L1 FRabipit
G Cat
|C2 Dog - beaghe
Ga - nid
C4 oiher inchading cross-bred dogs
C&  Femal
8 Oher carnivore
L Horae, gonkey and cross-bred equads
Uz Pig
U3 Goat
U4  Sheap
us Charma
s Dzt
ur  Carmslid
ug  Oiher unguisis
Primuate
P =  prosimian
] = maw world
Pz - MArm0set, amarn
P3 - Suirel, owl o Spidar monny
P4 ofher new warkd monkey
ol wenaid meaonday
F5 - iTsEGAdLE
P& = baboon
PT affier akf warkd monkay
- - m
P& - gibibon
| Pa - greal aps
Jg  Other Mammal
BIRD
m Domashc: fowl (Galus Somesticus)
T2 Turkey
T3 Chall (Cobimie cotumi]
T4  Chail (spp other than C. coturniag
T8  Other bird
RAEFTILE
D1 Any repllian species
AMPHIBIAN
| M1 Any amphibian species
FISH
Fi Ay lish speces
CEPHALOPOD
sz Ociopis vidgaris
_ b
ROW 2 . SPECIES
Animalks of species lieied in Appandix 1 of tha
-| Comvention an intemational Trade in Endangered Species of
Flora and Fauna (CITES) o in Annex C.1 to the Council
] lation (EEC) 3528/&2(n) are subject to spacial contrals and
| inforemalion i& requined on B use Most species and strains of ani-
mals usad in the Bboraiores are nol incuded in e GITES lists.
Plesse consult vour Inspector for further inlormation,
|Salact tha appropriae code from e list Dedo,
1 the specifies used in this procedure = lsted in Appendix 1 or
Anmeax C.1.
L1 the apacies & not 2o lished.
|Some examples of CITES codes:
L1 Common manmnoseis; macaca spp except A, sivnus
1 Cotlon fop temaring | Saguinus oedipus);
Gome birds of prey such ag Penegring filoon (Faie
TGRS

N,

>
ROW 4 : GENETIC STATUS
Select the most appropriade cocde from e s balow

1 Mormad animal

4 Animal with hanmiul ganatic defact (&g harmilul mutsnis)
3 Genelically modified animal (&g, ransgenic, knock-out).
Impanian] guidance on coding ard courting of harmiful mutants ar
penetically modified animals i given in Arnex A

L e

",

-~
ROW & : SOUACE OF ANIMALS

Sehadule 2 of the Act lisis the follewing species: mouse, ret, guinea-
plg, hamstar, gorbil, rabbdt, dog, cat, ferret, primate and guesil
{Caburnis coburmi)

Alga: plgs, i wnHﬂlly madilied
sheep., if genetically modified

Enbar:

L If the species is NOT listed in schadule &

For schedule 2 specias anlar-

1 i# the animais wene acquirsd from within own desigrabsd
estabdishment.

2 ¥ the animals wene scquired from ancther designaled estlab-
lisfirmrd i e LB D6g, & univarssty; commarcial braeder).

3 ::T-.:THTI-BJ‘& wara acquired from non-cesignabed sourcas in

|4 It the andmals wara Boquined from other counlries within tha

EL oihear than the LK {See il al LIST A, ROW 12 below).
5 IF thed animale wans acquired brom member countries of the
Council of Europe which ara partess to convention ETS 123
(exaluding EL) member states). (Seo ist balow].
L If thar animals wene acqured from obher sowces.
Hon-EU ETS 123 countries {code 5 above)
Cyprus Switzariand

Morway  Turkey

I'rll'ﬂl'ﬂn‘l:|!t¢|"ll.|lu.E'Bl"I-lEIBI.M.

Select the most appropriate numenic code rom the Hst Delow,

a Mo anssethesla thraughout the procadurs.
Inciude procedures withoul ansesthesia which end by a
Sehedule 1 method of kiling even ¥ this conslated of an
aracsihetic cvardoss, Use this code also for the shudy of
potential anassthetE: agans.

1 Genaral anassihesia wilh recovery.

ksad af any stage of he procaduns imespaciive of offer uses
of anaesihasia,

2 Local or regional anacsthesia,
Lk at any stape of the procadurna,
3 Genaral snsesthesla without recovery.

Ukzad ab the and ol & procedure which did nal athereisa
imvalwe anaesthesia. (See nole below),

4 General pnaesthesla without recowvery,
Used throughoul he procaduns.

MNOTE

1N the animal wiask kiled by a method sted in Schedula 1 of the Act

-| usdneg an oweddose of an anaesthelic agend, this was not parl of the

requiated procedure and should nod be recorded as such.
W




.

rm T : NEURDMUSCULAR BLOCKING AGENTS
Select the approprizte code from the list below,

] Mo use of neuromuscular bocking agents (MMBA).
i MMBA, usad during the procedurs at somea alapea.

-~
ROW 8 : PRAMARY PURPOSE OF THE PROCEDURE

Salact tha appropriate code from the list below.

1 Fundamantal biological research;

Bludhes of normal or abnarmal aluciure o lunction of living
OiganismE. orpans, issues, calls o other syshems (ncluding
turelarmental shalies in foxicology ).

Applied studies = human medicine or dentistry:
resaarch, developmant or guality contnol of products of
apphancas including toxloalogical evaluation and safety or
elficacy esling.

Applied studias = vetarinary medicing:

rasaarch, developmant or quality confrol of products or
applances including loxicological evalualion and salety o
afficacy tesding.

Protection of man, animals or envircnmant by
bominological or other safety or eredonmanial esluation {sschud-
ing mexdical or wetarinany products or applances). This cabegory
is intendad 10 caber for worrk witich is nol nelabecd
aihar 1o fundamental resaarch or 1o the solution ol madical or
vEdarinary problems ag such. Ecoingical shudies: may ba included
hera with the appecpriata codes in Aoss 10-12; A codes o -
coiogical hiesling or B codles for othar investigative sludes,
Eduscation

Trainkng:

use of animale in scquisilion of manual skils s pammitied in
microgurgery lamning anly.

Faransic enguiries:

huaman or weberinary

Direct diagnosis:

procecures for spacific detsction of human or vederinany
pathogers or producion of diagnoshic reagenis
Braading

of harmlul mutants or genstically modified animals,
Before selecting this code pleasa read the guidance n
Anmnax A

Mervous (work directed lowards central or pesiphesad narvous
syshams offer Than tha special serses)

Special Senses (zight, hearing, small, asis]

Adirmantary {inciuding liver) and Excrelary

Shan

Mursculio-shelaial

Raprodiuctive

Imimaing and rethcul-endotheial

CHiner syslam (whede he targel was a single System not
listesd)

Mulliple systems: (where mare than ons systam was of pri-
mary inierest)

System not rekavant (whara the aystem or syabams aMecied
ware nol prediciaile or nol relevant)

| Pharmaceutical safetyfelficacy evaluation

“| purpeea (LA, you have used & code feom AT - AZ5 in Fow 107, salact e
- The QECD besi neferences am mamples and ang ghvan only ior guidance.
| A3

5

SETIIZIEEIZ 42 5 b ¢

i B
ROW 10, 11 & 12

Codes from EITHER list & QR LIST B should ba used to complats
thaga rows within a column, & mixtucs of A and B codes within a
codurnn is ol permithed.

Uae lisl A If fie primary puipese of he procedune described in the
column wiss a toaicological or alher regulatory or safaty purposa
{including eficacy, quality control, ADME).

kmm!hwmmmnm -

R’

-~
LEST A, HOW 10

TOXICOLOGY OR OTHER SAFETY OR EFFICACY EVALUATION

It the procedure was camied oul for a loxicological or other safaly-
related punpose {including efficacy, guality coninol, or other regulabary
purpass), salect the most appropriabe code from the list below,

A1 Emvironmental paliution

Substances used in agricuthune

Subslances ussd in indusioy

Subsances usad in the housshold fose exampls (ool 2) on page B
Fod ackfifives i Than thise adminstaned in lood for
health punposas

Foodshifis ofher than additives

Cosmalics and olsirias — Snished producis

Cosmatics and foliedrias - ingredients

R

403
A4
A0
AE
Al

T
ADE
Safety tasling

EMficacy lesting
Quafly coninal

Apsorglion, Disiribution, Medabal@m and Excration (ADME)
and residue studies

Purpaose

Fundamemial reseamch in

Tabaocoo salety besting (inducing akarnatives)
SaletyEficacy 1esbng of medical appliancas ar devices
Method development or validation

Oher inmieoiopical purposs

LIST A, ROW 11
TYPE OF TEST DR PROCEDURE
Hmpmﬂramummhamgmjn:ﬁumm

code from e el balow which describes e procedung mos! ocshes)

A3D Acule quantitative hethal rm-nrgrm: (LOE0} (QECD £01).
foute gquantilaive lothal concentration lests (LGSO} (QECD
403 or 203},

Acute Bmit-gotting (e.9. DEGD 401), or dose-ranging lathal to-
icily basls.

Acute non-athal clnical sign bodcity test (eg. DECD 420).
Includes fesis such as the Maximum Non-Lefhad Dosa, Acule
Toic Class, Maximum Toleratsd Dosa or ®e Fleed Dose
Procedurs, where Sihally may oocur, B is nal required for
the quaniiabye assesamsant of the dala

Subacute limE-setting (e.g. OECD 407} or dose-ranging foxick
oy tecd (usually 14 to 28 days durabion)

Subacute quaniitative toodcity tesl (eg, QECD 407, 4100,
{usmually 14 do 28 days duralion).

Subehronic and chrnic tasiclty tasts (a0, DECD 408, 409,
411, 413, 452 {sests for 90 days or more]

Carcinogenicity bests [a.g. DECGD 451)

Ganslic lmdcology lesls (ag. QOECD 474, 476) — inchldes
mutagenicity tests and the Micronuciaus test.
Teratogenicity losts

O reproductive ey esks, inchuding

Teats for clrmical signs in eyes (0.9, DECD 405)
Tests for skin Iriation {eug. OECD 404)

Te=sts for Skin sensilisation (&.g. DECD 406)
Towicohinetics (e.g QECD 417)

=hclies

novmial ssues such as blood for it wilo work, end

procedures not compatite with ofher codes.




LEST A, ROW 12
LEGISLATIVE RECLIREMENTS

1 the procedure vins camed oul lor 8 foccologcal or aothar salety-
related purpose ([La. you have used a code trom ADT — AZS in row
130, select the code from the lisl bedw which most closely deschibas
the lagislative requirements for which the procedurs was peronmed.
MNode that “legislative requinemant” includes a requisssmant mpossd
b}' B peoduct or manusaciunng cancea ol e coungry conoermad,

Whera a best was indended fo satisfy both UK and othar requiramanis
and involied rora animals than the UK minfmum requirements two
couming shouikd b used o describe the tests. The first column
should racond the rumber of animals wsed 10 satisly LUK rdquinemeants
using Code ASN in Fow 12 and the second oolumn shoukl show e
remaindar using tha most appropriate Gode (482 or ASKD) in Fow 12,

AR Procaedures perfeemed o meet LIK kagislabive regquinemsants
only

Procadures perhemed bo maet ralional legislabion specs o
only ona EU member staba, axcluding tha UK (see 5t below)
Procadiures pesfcemed o maed EU agislaiiva reguiramants
inchading Europaan Pharmacopoeia

Procackines pesfcemed 1 mee! member countey of Councll o
Europ {emciuding EU) kegislafion (see bl bekw)
Procadures perfonmed 1o maed lagisialive requirements of
othar coundries eug. USA, Japan

vy combination ol ASY-AQS requiremeants

Towicity iesta caried oul kor pirposss ofer han maeting lag-
islathe requiremients

Salaty testing to safisty HEE reguiations or similar lngisiation in olhor
countries should ba cizssified as a legslatie requirament choosing
from codes AS1-A90 a5 approprate.

COUNTRY LIST FOR CODE AS2 ABOVE AND CODE 4 1IN ROW 5
(EU couniries ather than the UE)

Age

AR

AR

A

ADE
Ag7

| Masstria Giermany Meaherlands
Bl gism Greacs Partugal
Denmark Irish Republic Spain

| Fimland Itaky Swadlan
France Luxembourg
COUNTRY LIST FOR CODE A4 ABOVE
{Council of Europe naticns ofles than EL)
Albanka Hungary Russlan Federallon
Endorma loelend Zan Marino
Armenia Latvia Slovakia
Azerbaljan Liechtenstoin Slovenda
Bulgarin Lithusania Switzariand
Craalia [ETHE] Farmar Yugaakay
Cyprus el et ] Aapoot Macedonia
Czech Republic  Morway Tusrkey
Estonda Polamnad Ukcrabne

| Gmargla Romania

e '

REMEMBER: Do not mix codes from
lists A and B in a column.

e
LIST B, ROW 10

FUNDAMENTAL AND APPLIED STINMES OTHER THAN
| ToMicoLOGY

It thar procecure was camied ou for a purpose ofher than loacakagy
of salety evaluation, select the code from the list below which best
dascribes tha primary flald of resaarch,

Ary of hess shudies (e.g. clinical medicing, chinkeal surgary, phanma-
ceutical R ard [, cancar ressanch) may apply 1o aither vebamnary or
medical science - e appropriabe code for e primary puposs of
the animal use would have been given in Row 8

B
B2
B3
B
BO&
Bi6
BT
B0E

(L]
B0

Analomy and developmantal biokogy
Phersiclogy
Bigchemisiry

Fathology

Imemumnoiogy

KEcrobaiogy

Parasiboiogy

Phearmratceiogy

Prarmaceutical Reseanch and Deselopmen] axcepl anb-can-

cor agants (coda B17)

Therapeutics

Chracal Medicing

Chrical Surgery ncluding lschnigue devalopmeant

Dendisiry

Genafics

Malscudar Biology

Cancar Resaarch including tharapy

Mutrition

Zoakgy

Bodarry end plant pathology

Agriculural Animal Sciencs not included in codes above

Ecolagy and ermeronmantal shudes other than lodbcology of

cifher safety evaluation

Animal wattare shadlas not inchuded in the codes aboye

Oiher purpose — il you wee this cods you must provide a

separabe note describing the procaduns

Tobacco ressarch | Usa theea codes for ressarch on

Alcohol respanch tobacen or aleobsl or their conalibuants.
Do not use thase codes for use of
these sulslances a5 pharmacosogical
toots or standars

B11
B2
B3
Bid
a5
Bi6
Bi7
aia
B19

B2
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LIST B, ROW 11
FRODUCTHON AND BREEDING

If you mad & code from BT io B3R in Row 10, salect @ coda fram tha
fed bakow which appbas 10 he procedure destribed in his oolumn

Production of biological materials

BS0  Ascies model for producion of monockonal anbbodes
851 Production and mainienanse of infectious agents
BS¢  Proguglion and maimenance of veciors (a.g. insecis)
| BE3  Production and mainlenance of neoplasms
B4 Initial Fnpumisaion far subsequent n wing or in wo
production ol monocknal antibodeas
B55 Production of polyclonal antibodies
B56 Production of ather biological material (e.g. plaama, fesues)
Brasding

You sibould resd Annex & on pages § and 5, s well a3 the
example on page 10 to ensure comect use of the iollowing codas.
Bl Animals ‘used o psnamte founder genatically modiiied
animale for noval ansgenic fnes, chimesas o clones - this
includes normal animals used in such progammas, o.g
suparcrtation, wassciomy, pesudopregnan reciplents, as wall
a8 Moss animale culed 52 not being of e approprate genetic
stahes bt which have untegons requisiad Diopey proceduras.
Genatically modified animale geanarated by recognised
hushandry mathods for the mainbanancs of a breading colany.
This may inciude nomal animals (which have undergone
repilaied biopsy procedunes) produced by using heberosygale
parentz, as well 5o animats with a fate as sat out in the revised
Annex A, paragraph 2, atached.

Gemetically modified ardmals usad n resaarh progrEmmes,
where they undersent regulaied procedures ofer than those
requined for a breeding programmie, La. where the primary
purpose was MOT breeding, Le. Aow & = 1-8. Normal or wild-
lype animals used as comnimls in such nesearch and also

4 and codes BSO-B58, or BFY as appropriale, in is lisl

Harmiul mutant animals generated by recognised husbandry
mathods for maintenanca of breading colonies. This may
include animals with a fale sof oud in the revised Annex A,
parsgraph 2, aRsched Moemal animals, which have nof
undesgone any other regudated procedures, do nol nesd 1o ba
accounied for - see Anna & 1]}

Harmiul mutant animals uvssd in ressarch programmes,
where hey underwenl regulabed procedures ofher than those
requirgd for 4 beeading programme, e, whare e primary
purpose was MOT bresding, La. Aow B = 1-8. Mormal or wikd-
Iype animals used as condrols in such reseasch and alo
subjact ¥ regulated procedunas should be coded B= 1 in Faow
4 and codes B50-B56, or BT as appropriaie, in his list

Other

B7E  Mone of the above
b

4
LIST B, ROW 12
| TECHHIQUES OF PARTICULAR INTEREST

Irru‘iamﬁwm any par of e argans of special
the brain cenines
tﬁ‘ﬂkﬁmﬂmd micIo-onganisms of malerial suspecied ol
nisms imio the brain

Ot dinestl physical inlerférence with tha brain
Inducsion of peychological sineas imegral Lo he procedure
Lisa of avarsive training stimuli
Exposwe (o lonfsng radation af doses intended o product a
polentially adversa effect on the animal
Inhalation - DD MOT USE FOR FISH
Thesmal injury whiere the study of such injury o rauma
Phypsical Irawna } was the purposs of the procadurg

Mona of the above

subject o regulatad procadunas shoulkd De coded a5 1 in Row 5

-
IMPORTANT NOTES ON RE-USE
ROWS 13 and 14
i your records show that the number of procedures carried out
(Rew 13) sxcoads the number of anknals wesd for the first tme
{Row 14), than animals have baan re-uaed, as defined by Section
14 ol the Act. Standard condition 5 of the project licence reguires
ihat there i& express authoriy for the re-use of animals. Re-use
will e authorsed In your project llcence sither in sub-saciion
{iw) ar (i) of & pratocol in Seclion 10b), OR as an sddRional
condition to your project licence.
ROW 13
This row ks mesded to assess re-use as required by the Council
of Europe. Report the number of animals re-used for the FAIRST
tire during the reporting year. This will include aninats used lor
the first time in the reporting year which have been re-used, as
wall as those snimals used for the first time in provicus years,
and re-used for the firel time during the reporting year,
For example: an snimal |8 blsd thees times per year for the
caollection of normal blicod.
in tha first year the animal |s used, it would be counted onca In

| Row 14, three procedures would be recorded in Row 13, and ona

procadura in Row 15 for the first re-usa,

in subesquent yeans, The figures would be Row 13=3, Row 14=0 and
Row 16=1. Seo sleo the worked example in column T on page 5.

P
r y
ROW 13 : NUMBER OF PROCEDUREEZ CARRIED QUT OM
AMIMALS
Each separate use of one anmad counds 3= one procadura. Only
procedures starled during the year should be ingluted. Procedunes
which have been reparied in returns for presious years and hie
condinead imio the curment reporting year showld not be inciuded.
Do not include foetal, larval or embryonic animals: enber 'O in row

13 for these animats. Atso entar 0 in Row 13 if you have entarad A
In Aoy 1

'
-,

-
ROW 14 : NUMBER OF ANIMALS USED FOR THE FIRST TIME

Where animals are used In more than one sepamie procedure (La.
reude; gae below) only e lirst usse counls wands he tolal which you
should ender in row 14, This is tue whether ar nod the second andior
sutsaquent proceduras are described in the same column or any
athar columng of fhe reburn or on anathar reburn

i thara s no re-usa, the number of animals entarad here will ba tha
Same as in row 13, See worked examgles on pages 9 and 10.

H o have entansd TF in row 13, eber 0 @0 row 14,

Ae-use. in ganaml, # the same animal is baing used as a matber ol
niecassily, as in 4 sares of reguisted procedures for a pasticular
purposs, this le nat regarded & re-use. For example, wheane it s
nacessary o know how an animal responds o drags A, B and G
bedore inlespreting its respanse ko drug O, thers is no chaice and the
suececssive use of the animal constisies a single sarias of procadures
'i'iﬂ"ﬁ?l.ﬂ re-igd, By oonirasl | he procedwes s unrelaied o a
ditterent animal cowld equally well have baen chosan for he Second
or subsequent procedues, use of the same animal is regarded as re-
use. For example, f, by choice, repaated samples of pormal blood
wana tEken from & rabbil, but each samgle could egually as wall have
coma from a fresh rabibit, this would count as re-usa and should ba

LLn'rhm.‘r as such.
F

rlI“"IE:HIHHEFl OF ANIMALS RE-USED FOR THE FIRST
TEHME [N THE CURRENT YEAR

Pleass read the guidance on re-use in the instructions abowe.
Please rscord herd animals re-used o the sl Bore dhis pear,
regardiess af whether the first use of the animal waes this year or any
previous year,

It thara |5 no re-usas the number recorded hare muel ba 0,

I you hevwe entared 0 in Aow 13, then his row must atso be 0.
Tha s of the valuss in Rows 14 and 15 must not exceed the

Lm-rhnm-u

(g388 g8EE E
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ANNEX A

Coding and counting of animals with abnormal genetic constitution

To avoid the risk of double counting, the encoding of animals with harmful genetic defects (harmful mutants) and genstically modified
animals {e.g. fransgenic animals, knock-outs, chimeras and clones) {Row 4. codes 2 or 3) differs, depending on whether their use
was limited to breeding procedures or whether they were subsequently used in other regulated procedures under project licence
authority,

Mating is a regulated procedure under the terms of the Actif it may result in the creation of either harmiul mutant or genetically
modified animals which are protected by the Act. However the parenis do not themselves suffer potential harm during mating.
Conseqguently, it is only the offspring which should be counted for the return of procedures in accordance with these notes.

The harmhid mutant or genetically moditied parents (used only for breeding) should be reported once only, when they are originally
created (see Section 3 below for impoerted animals). Genetically normal parents which have undergone no other regulaled procedures
should not be counted for the purposes of the annual statistics.

(it  Foranimals with harmiul genetic defects (harmful mutants), only those animals in which the defect actually manifests itself {as
denoted by genetic testing, coat colour or marking, or by direct observation} should be reported, using code 2 in Row 4. Normal
animals which have been produced from the breeding proyramme and have NOT been subjected to any ather regulated
procedure {such as blood sampling), shouid not be reported.

i For genstically modified animals:

- all animals used in procedures (e.g. vasectomy, superovulation, implantation) for the develcpment of genetically modified
animals should be recorded in Row 4 as code 1 (normal) or 3 {genstically modified), as appropriate: in How B as code 9; in Row
11 as code BB1. Note: Animals coded as B61 in Row 11 should always be oodad 9 in Row 8,

- subsaquently, during breeding of the established genetically modified fine, only those animals identified as genetically modified
should be recorded as such using code 3 in Row 4. Normal animals from the breeding programme should be recorded as code
1 in Row 4 only i further regulated procedures were carried out on those animals, e.g. biopsy procedures.

1. Animais which are used under project licence authority, for a purpose other than breeding.

These should be encoded and enumeraled later when the necessary information is available on their primary use in a procedurs
other than breeding using the appropriate code from Row 8. This may mean that these animals are not reported in the year in which
they are bomn,

Coding in ali rows should reflect the further use in a reguiated procedure, rather than the initial breeding:

{iy  when their use for a scientific purpose consisted of what would otherwise have been non-regulated procedures (i.e. non-
invasive observations, killing by a Schedule 1 method for dissection or /i vitro study). then codes B62 or B84 shouid be used as
appropriate in Bow 11, and codes 1-8 in row 8.

iy if the use was a requlated procedure within the same projsct as that under which the animal was bred, the coding should refiect
the particular purpose and use for that animal. For example, use of nude mice for maintenance of a neoplasm would be coded 2
in Row 4, code 1 - 8 in How 8, and B33 in List B, How 11. if thers is no other suitable code in Row 11, use codes B63 or RS
as appropriate.

(il likewiss, if an animal was transferrad to a project other than the one under which it was bred, i should be reported thers and
the coding should reflect the purpose for which the animal was used in the project to which it was transterred. it should NOT be
antered in the return of the project under which it was bred.

The assumplion underlying these arrangements is that the objectives of procedures in (i}, (i} and (i) above require the use of the
animais with harmful genetic defects or genetic madifications; consequently they have not been re-used in procedures, as defined by
Section 14 of the Act, and the recording and returning arrangements should reflect this. However any further use in regulated
precedures beyond that described above may constitute re-use and would require appropriate coding and counting to reflect this
{such re-use. of course, requires appropriate project licence authority — see "Important notes on re-use” at top right of Page 7).

2. Animals bred under project licence authority, but not used in turther regulated procedures

The fact that such animals have been produced should be included in the returns using code 9 in Row 8 and appropriate codes from
the B list in Rows 10 to 12. In Row 11, codes B62 and Bé4 should be used. In addition to the animals described at 1{i) above, B2
and B84 codes will include those animals which, for the reasons set out below, were not used for any specific scientific purpose
beyend being brad:
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{iy they died or were humanaty killed as a result of the karmfd genatic defect or the genetic manipadation,;

{Hy they diad or ware humanaly killad as a rasult of other causas, a.g. diseasa;

{iii)  they wers humanaly kiled a surplus o requiremeants;

(v} they wene retained for breeding:

¥l they were axported live o a place oulside the jurisdiction of the Act (lor which special parmission must have been chitained from
the Home Crfice).

3. Live animals from non-designated sources, usually imported, for use in breeding programmes authorised by project

licence:

Specliic authority must have been cbained from the Home Office for such acquission.

{iy i these animals were used only in ron-harmiul bresding procedures (as parants only) to procedura a new colony, they should
be recorded onca in the year in which they wene obained wsing code 8 lor Row &, and codes BB2 or B&4, as appropeiate, in List

B, Row 1

1.

{H)  Ammals which go on 1o ba usad in other regulated procedures should be coded for that use as noted in Seclion 1 of Annex A

abowve.

H.B. HARMFUL MUTANT AND GENETICALLY MODIFIED AMIMALS SHOULD BE REPORTED OMLY ONCE IM THEIR LIFETIME.

Examples {counting; re-use; and use of certain toxicology codes):

T

Column {1 |2 [3
Row1 | A2 | R1 | C1
Row2 0 (0 |0

| Row3 |1 1 |1
oo REEREER
Bewb | 2 [ 2 |3
Row6 | 1 D |0
(Row7 | 0 0 [o
(Row8 2 4 3
(Row8 |11 | 12 105
Row 10 | A14 A03 | B18
Row 11 | A50 | A35  B79
OB | A6 | A93 | BOO |
Aowi3 | 15 | 40 | 90
Row 14 | 15 | 40 | 50
WIS 0 |0 |40
Column 3

Colbumn 1

Fillean B-week-old rats of normal genelic slakes were purchased from a commercial
breader in the UK for the following exparimant. This required surgical implantation of
vascular cannulae with recovery from general anesthesia, without the use of
naurgmuscular blocking agenis. Subsaguently the animals were dosed with a
potential drug for cancer therapy and thres timed biood samples are taken from the
canmias for a pharmacokinetic siudy. Finally the animals were killed by perfusion of
Tixative under genaral anaesthesia. The whole senes of sk intarventonal technigues
weade carmed oul for a parlicular purpogs and were covened by the description in a
single 19(b) protocal sheet of the project icence.

Caolumn 2

40 gensicaly normal, sis week old mice ware purchased from a commercial breedar
in the UK for use in a sub-acute quantdative toxicity test (28 days study) to provide
data on & household product for a clent of a conirac] ieacology company. Tha 28
day study was needed to Ul the requiremants Tor safety evaluation of the product
during the manufactusing process when malerial needs 1o be moved i bulk, ie. the
testing |s required under the regulations relating to the safety of substances wsed in
indusiry for production within the EL, and consequently row 10 should be codad A03
{industry) and not A04 [housshoid).

A Company usas cats for the study of feline nudrition, The regulaled procedures do nof imahve general anagsthesia and the project
licance authorises re-use of the animals. Last year 40 new cats were purchased and used. This year 50 more cats were purchased
from the same UK designated source and used, In the experiment recorded in Column 3 all B0 cals were used lor a feeding siudy

with subsequent blood sampling. The 50 cats purchased this year were used for the first time. The 40 cats used last year were re-

used in this axpesmeant Bor the first time during this new calendar vear.




-

Further exampies - bresding procedures
Columns 4 - 10

At the baginning of the calendar vear, thers are 10 pairs of gensfically modified mice in 8 breeding colony for fundamanial mmung-
logical ressarch. The colony is maintained using heferozygote parents as homozygous offspring mus! be killed al free weeks of age
due 1o an adverse phenotype. The bresding pairs had been incleded in the previous year's raturn for usa in breading procadures.
During the course of the year 300 offspring are produced. All of thess animals undengo local ansesthesla o rermove the ip of the il
for genolyping.

Assuming a perfect Mendelian outpul, 75 animalks aoe lound to be homozygous and are killed by 5 weeks of age using & Schedule 1
mathod of kifling. Howewvar, the tissuss from 50 of the animals were usad for in vito cell culiure and lurther relevant research (Colemn
4}. The remaining 25 animals are returmed for use in the braeding programme anly (Column 5). Seventy five (75) animals are found not
10 expriss the genolype of interest and were culled by a Scheduls 1 mathod of killing {Colurmn 8). OF the remaining 150 hetercoygote
amimals, 30 are refained &6 the future breeding nucleus (Colemn 7). Filty (50) are used in lurther procedures invelving general anaes-
Thesia with recovery bul without neuromuscular blockade for dosing and sampling under procaedures in the project icence under which
thay werne bred {Column 8). Another 50 are killed by perusion under lerminal general anassthesia in accordance with the project
Ecence (Column ), Ten {10) animals are moved to the project licence of a collaborataor in the UK in onder to set up thelr own breeding
colony. Ten {10} animsals are exported, with appropriate Home Olice authorty, 1o a collaborator in another counéry (Column 10),

Mate: the 20 animals of the original 10 pairs are nof counted for the curment calendar year, Also the 10 anémals which were moved 1o
the LK collaborator are nod counted, as they showld be raturned wndes the paoect llcence o which they have moved.

Coo 4| & 16T ¥ | 8 10
Row 1 LTI T T Al | A A1 R1
How2 | 0 0 | 0 g [f0 [ O o
| Rowd | 1 1 1 1 i 1 i
S . D
© N I Y Y O T
R 2 | 2 | 2 | = | 1 2 a
RowT | 0 Q i o | o O ]
Fow & 1 a g 9 | 1 G 7]
| Flow 9 i) o9 ) 09 (i) ) og
Fow 10 BOG = D06 | DBO6 | Bob | B0 | Boe | B0 |
[ Fow1i | Bb2 | B2 | Bee | Be2 | B63 | Be2 | D62
[Row 12 | B0OD | B00 | B00 | B00 | B00 | B00 | BOO
Aow 13 50 | 25 TG 30 | 50 B | 10
w‘_;f@l—: -a.--..g# o H m m P - .;lm .E 1ﬂ
W “ r ﬂ [ n -ﬁ””. ....c...-.-- ----ﬁ__-_-u_
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APPENDIX D

COLLECTION, YERIFICATION AND PUBLICATION OF THESE STATISTICS

Completeness

1. A return of Scientific Procedures is required each year from every person who holds a project
licence for part or all of the year. A list of these people is created at the end of the year just prior to the
start of the collection process, which is undertaken by the licensing staff (see Appendix B).

2. Licence holders are required, as a condition of their licence, to submit a return even if no work has
been undertaken (nil returns). A record is kept of all licensees from whom returns have been received
so that those who fail to make a return can be reminded of their obligation under the Animals
(Scientific Procedures) Act 1986. It is not always possible to obtain every single return even though
failure to submit is likely to result in the licence being revoked.

3. To ensure that the published data are as complete as possible the Home Office will not publish the
statistics unless the number of missing returns represents less than 0.5 per cent of all the returns
expected, even though experience has shown that the missing returns are likely to be nil returns.

Aceuracy

4. Verification and subsequent publication of these statistics are done by the Research Development
and Statistics Directorate (RDS) of the Home Office.

3. Licensees make returns by completing a form using specified codes. A copy of the form and a full
list of the codes used can be found at Appendix C. During the collection and verification process,
forms that have been incorrectly coded are referred back to the licensees for correction. Incorrect
coding might be either codes which are wrong (i.e. outside the appropriate code range for the particular
row) or which fail a cross-validation check (i.e. where two codes in different rows are incompatible).

6. Throughout the collection process and right up to the point of publication, the Animals (Scientific
Procedures) Inspectorate (ASPI) scrutinise the returns and output tables to check that the returns are
consistent with the terms of the licences which have been granted. This is done by means of special
reports and tables, which are provided by RDS to ASP1. During this period Inspectors will contact
licensees to discuss and confirm coding, and inform RDS of any amendments which may be necessary.
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APPENDIX E

CORRIGENDA

Although great care is exercised in the collection and publication of these statistics, certain errors in
previous years’ publications have come to light. During the preparation of the 2000 statistics the following
errors were discavered:

1. In Tables 6 and 7 of every issue from 1995 to 1999 inclusive, the numbers of procedures were
incorrectly split between “Disciplines” and *“Other”. The tables for those vears recorded “Disciplines” as
codes BO1 to B19 inclusive (omitting codes B10 and B17 which have their separate rows), and “Other” as
codes B20 to B32 inclusive. The footnotes to those tables show the correct distribution, which has been
followed this year.

2. In Table 22 (historic table of anaesthetic use) the figures for “Anaesthesia with recovery for part of
the procedure” and “Terminal anaesthesia™ were shown incorrectly for 1997, 1998 and 1999. In those
years, the latter category incorrectly recorded only those procedures where anaesthesia was used
throughout the procedure. {Terminal anaesthesia can be administered either at the end of the procedure
only, or throughout. See Tables 7 and 17.) In this publication, the figures for 1997 to 1999 inclusive have
been corrected.

3 In Table la in the 1999 publication (Cm 4841), the number of rats used for the first time for

breeding purposes (29,862) was greater than the corresponding figure for breeding procedures (29,381)
given in Table 1. The figure in Table 1a should have read 29,332,
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PREVIOUS RETURNS
Annual publications giving detailed figures for scientific procedures under the Animals (Scientific Procedures) Act
1986 were published (by HMSQ) as “Statistics of scientific procedures on living animals™ as follows:

Year Command
Paper
2000 Cm 5244
1999 Cm 4841
199§ Cmd4418
1997 Cm 4025
1996 Cm 3722
1995 Cm 3516
1994 Cm 3012
1993 Cm 2746
1992 Cm 2356
1991 Cm 2023
1990 Cm 1574
1989 Cm 1152
1988 Cm 743
1987 Cm 515

Detailed figures for experiments on living animals under the Cruelty to Animals Act 1876 were published (by
HMSO) as “Statistics of experiments on living animals” as follows:

Year Command
Paper

1986 Cm 187
1985 Cmnd 9839
1984 Cmnd 9574
1983 Cmnd 9311
1982 Cmnd 8986
1981 Cmnd 8657
1980 Cmnd 8301
1979 Cmnd 8069
1978 Cmnd 7628
1977 Crmnd 7333

Less detailed information about experiments on living animals for the years prior to 1977 was published in the form
of a “Return to an Address of the Honourable the House of Commons™.
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