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Abstract 
For some trends in use of animals in experiments in the UK a specific government policy appears to be 
the major if not the sole driver. In 1987 following new legislation the consideration for using non-human 
primates for a programme of work was set as satisfaction that no other species was suitable for the purposes 
of the programme. In the years following this non-human primate use fell by a third, and has remained at this 
lower level since. In 1999, before OECD Guideline 401 was withdrawn, a policy that oral LD50 tests should 
require scientific justification produced an immediate decline in such testing that has not reversed. Since 
2002 the policy has been that the mouse local lymph node assay should be used for skin sensitisation testing, 
with use of the guinea pig maximisation test only when the mouse test was problematic. Guinea-pig use 
for such tests is now 1% of that before this policy was announced. Overall the patterns give confidence that 
clear policies can be translated into significant changes in animal use provided the instruments to effect those 
policies are in place. 
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Introduction
This article considers three examples from the 

United Kingdom where there has been a significant 
decline in numbers of animals used in scientific 
studies following a change in policy. In one case 
the policy was to provide further protection for 
animals used in scientific procedures than was 
needed to accord with the European directive (EEC 
86/609), in another the change was in response to 
the requirements of the European directive, and in 
the third it was a robust policy to require use of a 
practicable alternative. 

Reduction in animal use can be seen following the 
implementation of each of these (and other policies) 
in the published annual statistical returns, which show 
the use during the preceding year of the different 
animal species or groups for particular purposes. 
Even if cause and effect cannot be firmly established, 
the timing is strongly suggestive that it is the policy 
change that has been the major factor in the decline. 
The United Kingdom has 

• a national licensing of programmes of 
scientific work – termed "project licences" 
the licences are for 5 year programmes

• assessment of scientific proposals at a 
national level – projects are carefully 
assessed to national standards before a 
licence is granted

• monitoring on site by a national inspectorate 

(of medical or veterinary graduates) which 
has also assessed the proposed programmes 
of work

• conditions that require project work to take 
account of developments that could lessen 
severity or numbers

• the ability to amend projects during their 
period of validity

• annual returns of information on animal use 
in scientific work

All these are important features of the system for 
understanding the examples and the points made. 

Collection of information on the studies conducted 
in some detail and on an annual basis is important for 
seeing the effect of policies, and the UK has collected 
quite detailed information for many years. 

In some cases the information regarding particular 
species is what is needed – showing for example the 
absence of use of great apes after a policy that the 
use of such animals would not be allowed. In others 
the detail on what the animals were used for is the 
important element, and sometimes the information 
asked for from the scientists on the animal use has 
been specifically tailored to show that a policy was 
effective. In 1998 for example, over 10000 mice were 
used for monoclonal antibody production in Great 
Britain. From 1999 the immunisation (4500 mice) 
and ascites production (3003 mice) were returned 
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separately. The effect of the policy that licences 
for monoclonal antibody production by the ascites 
method will not be granted other than in exceptional 
circumstances was then apparent. In 2000 only 757 
mice were used for ascites production, in 2001, 1209, 
and in 2002 (and since) none at all. Another example 
is given below – the returns under the heading of 
acute lethality were subdivided to show separately 
usage for acute lethal concentration studies after the 
policy change regarding LD50 testing came in. 

Three examples of declines in animal use following 
policy implementation are considered in more detail.

Examples
Example 1. Use of nonhuman primates in scientific 
procedures

The policy was that non-human primates should 
only be used in scientific procedures when no lesser 
species was suitable.

The instrument for effecting this policy was 
legislation that came into effect in 1987. The Animals 
(Scientific Procedures) Act 1986 contains a section: 

"The Secretary of State shall not grant a 
project licence authorising the use of … 
primates unless he is satisfied that animals of 
no other species are suitable for the purposes 
of the programme to be specified in the 
licence or that it is not practicable to obtain 
animals of any other species that are suitable 
for those purposes." [UK Animals (Scientific 
Procedures) Act 1986 section 5(6)]

The process for effecting the policy, apart from 
incorporation in statute, was a licensing system 
requiring prior approval of 5 year programmes of 
scientific work (projects), critical assessment of 
proposals for non-human primate use in projects 
(the question asked being "Could a lesser species 
be suitable for the work proposed?"), consistent 
approach to this assessment across the country by the 
inspectors undertaking it, and effective monitoring of 
the studies carried out. 

The changes in use can be seen from the annual 
statistical returns made by those holding licences for 
programmes of work. Fig. 1 gives primate studies 
recorded from 1981 to 2002. Prior to 1987 primate 
use was steady at just under 6000 experiments per 
year. Under the new law experiments became "series 
of regulated procedures" and the number of these 
shows the usage. After 1987 there is a steady decline 
in use, with primate use levelling off in 1996 at 
around 4000 sets of procedures (studies) per year.

That the decline in non-human primate use seen 
is co-incidental with, rather than a specific result of, 
the leglislative change cannot be ruled out. However 
anecdotal evidence from inspectors indicating the 
increased level of scrutiny they were able to give to 
primate use following the new leglislation would 
support that it was a major factor if not the only one 
in this decline. 

Example 2. Use of acute toxicity testing by an 
LD50 method

In this example the policy was that use of the LD50 
test (as defined by OECD TG 401) would only be 
licensed where there was no scientifically valid and 
reasonably practicable and accepted alternative. This 
was a change forced by legal advice concerning the 
interpretation of amendments made to the primary 
legislation to accord with the European Directive EC 
86/609.

For this the policy instrument was to replace 
existing authorities with ones that conformed to the 
policy. As proper prelude the then minister stated in 
Parliament: "We will vary, or revoke, any licence 
which authorises the use of the LD50 test (as defined 
by Organisation for Economic Co-operation and 
Development guideline 401) and which was issued 
since 5 September 1998. …We will also review all 
authorities to use the LD50 test in licences issued 
before September 1998 ." [Hansard - 21 Oct 1999]. 
Following this authorisations were amended by 
changes to project licence text or placing conditions 
on use under the licence.

In order to effect this all active project licences 
on which the test might be authorised were recalled 
and altered or re-issued with additional conditions. 
No new authorities for the LD50 test as defined were 
issued without a specific case, and it was made clear 

Fig. 1. Non-human primate use for research and testing in Great 
Britain from 1981 to 2002. The graph shows the numbers of 
"experiments" (prior to 1987) or "procedures" (after 1987) 
recorded in each year from 1981 to 2002. The vertical (white) 
line indicates the year (1987) when the legislative change took 
effect. The horizontal (red) lines indicate the average for the 
six years prior to the change (1981-1987) and for six years 
(1996-2002) when the decline appears to have levelled off.
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that the default position was that the test was NOT 
authorised. Where a specific case was made the 
argument for an exemption to allow use of the test 
was critically assessed on scientific merit. There was 
also an effective monitoring of the studies carried out. 

The change in usage this brought about can be 
seen from the annual statistical returns made by 

those holding licences for programmes of work. As 
under OECD TG 401 rat was the "preferred species" 
(and the most used), the most sensitive indicator is 
the return of procedures for acute lethality tests on 
rats. Fig. 2 gives rat usage in such studies recorded 
from 1999 to 2006. Prior to 1999 these studies were 
not returned separately and previous use cannot be 
separated from acute lethal concentration studies. 
After 1999 there is a dramatic reduction in rat use for 
acute lethality studies. 

Note that low remaining usage does not equate 
to a small number of OECD401 studies as there are 
some other acute lethality studies included in the 
category. (In 2002 OECD TG 401 was deleted from 
the Guidelines.)

Example 3. Use of guinea pigs in scientific 
procedures

After the murine local lymph node assay became 
available as a practicable alternative to the more 
severe guinea pig tests in 2002, the policy was 
that it should be the method of first choice for the 
determination of the skin sensitisation potential of test 
materials.

This was put into effect by placing a condition on 
the relevant licences 

"The animal tests authorised in this licence 
for the determination of skin sensitisation 
potential other than the murine Local Lymph 
Node Assay may only be used when the 
relevant United Kingdom regulatory authority 
or agency (e.g.: the Health and Safety 
Executive for new chemicals, the Pesticides 
Safety Directorate for pesticides) accepts 
that, for the substances or formulations in 
question, the murine Local Lymph Node 
Assay might not for scientific reasons be the 
method of choice, and the Home Office has 
accepted that view ." [Extract from additional 
condition on project licences – August 2003]
An agreed system for deciding on exemptions 
was set up and effective monitoring of skin 
sensitisation studies carried out to ensure 
work was in accord with the condition. 

The effect on usage can again be seen from the 
annual statistical returns made by those holding 
licences for programmes of work, but not directly. 
In the statistics, guinea pigs are recorded under the 
"other rodent" category. Fig. 3 shows the figures for 
"other rodent" studies recorded from 2000 to 2006. 
Before 2002 guinea pigs were used extensively in 
skin sensitisation tests (Buehler and maximisation 
tests) and were the major if not the sole rodents in 
the "other rodent" group. After 2003, it was noted 
in visits to testing sites that the usage of guinea pigs 
had reduced dramatically, and this is reflected in the 

Fig. 2. Use of rats in acute lethality studies in Great Britain 
from 1999 to 2006. The graph shows the number of procedures 
recorded for each year. 1999 was the first year that such 
studies were recorded: figures for lethality tests from previous 
years include a broader range of types of study and are not 
comparable. The policy came into effect in 2000.

Fig. 3. Use of "other rodents" in skin sensitisation studies in 
Great Britain from 2000 to 2006. The graph shows the number 
of procedures recorded for each year. Nearly all the "other 
rodents" used for such studies are guinea pigs. The policy came 
into effect during 2003 and looks to have accelerated a general 
declining trend in use of guinea pigs for skin sensitisation tests 
in Great Britain.
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statistics figures, with less than 100 animals per year 
recorded in the "other rodent" category.

As the murine local lymph node assay only 
became available as a practicable alternative to 
the more severe guinea pig tests shortly before the 
imposition of the condition, some testing for skin 
sensitisation potential would probably have moved to 
this alternative without the stimulus of the additional 
condition. However, the dramatic reduction seen 
would not have occurred without imposition of the 
condition as some places were reluctant to give up 
guinea pig tests. 

Discussion
A direct cause-effect relationship cannot be 

unequivocally established between the policies and 
the subsequent declines in numbers of experimental 
animals used for particular purposes pointed out in 
these examples. In some cases the statistical data prior 
to the policy change is not exactly comparable to 
that after it, and in others practices may have started 
to change while the policy was being considered, so 
that there is not a clean break point. Also the changes 
could be part of longer-term trends not apparent in 
the data periods chosen. However, in each illustrative 
example the simplest explanation is that policy 
changes did have profound effects on animal use. 

In this is true, several factors are likely to have 
contributed to a successful impact. In each case there 
was a clear policy and the existence of good legal 
instruments. An effective, national UK inspectorate 
which assesses proposed work as well as monitoring 
it provided a robust means to implement the policy. 
There was both appropriate knowledge and the 
drive to carry out the changes, and the knowledge 
of the UK inspectorate as to which programmes of 
work covered the studies which the policy would 
affect seems to have been an important element in 
efficient implementation. On-site inspection helped 
provide good monitoring of whether the policy was 
being kept to locally and of the effect it was having. 
However without the collection of detailed returns of 
experiments undertaken each year the data on changes 
in animal usage would not be available. Those figures 
provide an objective measure of the decline in use of 
experimental animals that can reasonably be ascribed 
to the effect produced by particular policies. 

References
Hansard (1999): Written Answers (Commons) Vol. 336; col. 

624; 21 Oct 1999.
Home Office: Statistics of Scientific Procedures on Living 

Animals: Great Britain. The Stationery Office: London. [for 
years 1980 to 2006].


