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Publication «Ethical guidelines for
animal experiments» - background

Explanatory notes on the revision of the previous document «Ethical
Principles and Guidelines for Experiments on Animals» (2005)

General information on the revision process

Almost 20 years after the last revision (2005), the Ethics Committee for Animal Experimentation
(ECAE) - a body jointly operated by the Swiss Academy of Medical Sciences (SAMS) and the Swiss
Academy of Sciences (SCNAT) - decided that the existing ethical principles and guidelines should
be updated in the light of new scientific knowledge and research methods, as well as changes in
the legal framework. Particular mention should be made of changes in enforcement practice in the
authorisation procedure for animal experiments in Switzerland, as well as developments at the
European (implementation of Directive 2010/63/EU in EU member countries) and global level (e.g.
FDA Modernization Act 2.0 in the US).

As Swiss animal welfare legislation allows for a degree of discretion in certain areas, the ECAE had
already formulated ethical guidelines for animal experiments in 1983. These were designed to
clarify the margin of discretion left by the legislation and to encourage researchers to reflect on the
handling of animals in their experiments. This is also the purpose of the recently revised (just
published) version.

The revision involved a multi-step process, based on the procedure for the preparation of SAMS
medical-ethical guidelines. In autumn 2021, a specially appointed working group prepared a first
draft, which - having been adopted by the ECAE in spring 2022 - was submitted for initial
consultation to selected experts in the areas of research, animal welfare, enforcement (cantonal and
federal authorities), ethics and law.

Based on the feedback received, a second draft was prepared by the working group. In
summer/autumn 2023, this underwent a broad stakeholder consultation, in which a total of

37 institutions or organisations and 11 individuals participated. Of the 48 responses received,

20 were generally positive and 25 generally negative, while 3 did not adopt an unequivocal
position. In addition, the responses from the various stakeholders contained numerous detailed
comments, with conflicting views being expressed in some cases. As a result, the evaluation of the
stakeholder consultation took considerably longer than had originally been planned.

The ECAE also considered it appropriate, in consultation with the Boards of the Academies
concerned (SAMS and SCNAT), to seek the assistance of selected external research experts for the
preparation of the pre-final version. This was necessary not least because several of the criticisms
emerging from the stakeholder consultation were based on misapprehensions (cf. the explanations
below) and the ECAE wished to ensure that the final document would not be open to
misinterpretation.

After the working group, together with the external experts consulted, had reached agreement on
all points, this version was unanimously adopted by the ECAE on 12 December 2024, subject to the
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clarification of final specific formulations with selected stakeholders. Following this clarification, the
document was translated into French, and on 27 January 2025 it was presented to, and
unanimously adopted by, the Board of the SAMS.

The ECAE firmly believes that the present «Ethical guidelines for animal experiments» (2025)
provide valuable guidance for the implementation of legally sound and ethically responsible
handling of laboratory animals. The guidelines are addressed to all persons conducting animal
experiments in Switzerland, the specialised staff concerned, and all other persons responsible
within research institutions and laboratory animal facilities.

In view of the prolonged and challenging process of gestation, the ECAE wishes to explain in this
supporting document how the consultation responses were taken into account in the revision.

Report on the stakeholder consultation
The numerous items of feedback from the stakeholder consultation can be grouped as follows:

— Criticisms of unchanged passages from the 2005 version
— Flagging of errors in the document

— Criticisms of style and wording

— Content-related criticisms based on misapprehensions
— Content-related criticisms concerning specific points

Criticisms of unchanged passages from the 2005 version

Numerous content-related criticisms of the draft for consultation concerned recommendations
which had been taken (in some cases verbatim) from the existing (2005) version of the ethical
principles and guidelines for animal experiments, already endorsed by most of the research
institutions concerned. This represented a particular challenge, calling for careful assessment: it
was necessary to consider what changes were practicable and appropriate, while preserving the
core of the existing principles and guidelines.

The following examples explain how such feedback was dealt with. The section numbers and
quotations relate to the 2005 version (only available in French/German):

— 3.3:«... the results sought must go clearly beyond what is already known ...».
- Here, it was proposed that the word «clearly» should be deleted. This request was complied
with in the present (2025) version, as the word does not add anything substantial to the
meaning.

— 4.10: «Particular restraint is required in the case of animals sourced from the wild. In the case of
species at risk of extinction, animal experiments, even those involving only mild strain, can only
be justified if they serve the purpose of preserving the species.»

- Here, what was questioned was not only the particular restraint (justified primarily on the
grounds that acclimation of the animals is not possible) but also the restriction to experiments
designed for species preservation (justified by the existential threat faced by the animal species).
In view of the numerous special requirements applicable for animals sourced from the wild, the
first sentence was amended accordingly; the second sentence was, in essence, retained.

— 4.11: «The legal provisions concerning housing conditions are merely minimum requirements.
If, according to new evidence, they are outdated, housing conditions should be chosen which
go beyond the legal requirements.»

- This sentence was read as a requirement going beyond applicable law. However, since this
was a misinterpretation (see below), the sentence was, in essence, retained.




— 5.2:«...researchers should decline to conduct abroad animal experiments which do not comply
with Swiss animal welfare legislation and are not justifiable according to the present ethical
principles and guidelines, or to participate in the conduct of such experiments abroad. They
should also decline to obtain laboratory animals from abroad, if their breeding, housing and
treatment are not justifiable according to the present ethical principles and guidelines. The
same should be aspired to for the procurement of products obtained from animal experiments
abroad.»

- In many responses, this point was criticised on the grounds that it would make international
collaborations impossible. In fact, however, this formulation corresponds to current university
guidelines (e.g. University of Zurich; see below) and was therefore, in essence, retained.

— 6.2: «Institutions conducting animal experiments must continuously promote the training of the
persons involved in such experiments and suitably monitor their knowledge and skills.»
- Here, it was objected that monitoring or assessment of knowledge and skills is not the
responsibility of the institutions. This was taken into account in the 2025 version.

In the revision process, apart from these examples, the ECAE sought to ensure that, overall,
objectively justified criticisms of existing formulations (2005 version) were addressed, without
undermining the existing guidelines.

Flagging of errors in the document

Only rarely were inaccuracies pointed out; there were, however, a few errors which have been
corrected in the present version. The section numbers and quotations relate to the 2023 draft for
consultation:

— 2.1d Protection of the life of animals: The formulation whereby animals’ claim to respect for
their dignity also relates to protection of their life was factually incorrect. Under the Animal
Welfare Act (AniWA), the protection of life is not covered by the concept of animal dignity.
- The paragraph was duly reformulated in the final document.

— 2.2d Upper limit for the strain imposed on animals: The reference to Art. 24 let. d of the Animal
Experimentation Ordinance (AEO), in connection with the observation that - from an ethical
perspective - there should be an upper limit for the strain to which animals are subject, was
confusing and created the impression that a general prohibition on strains of severity grade 3
was being called for. This was not the intention and was due to an editorial error. In addition,
this AEQO article was incorrectly associated with breeding measures.

- The paragraph was duly reformulated in the final document.

— 2.3b Latest knowledge: The call to take account of the latest knowledge from specialist
publications was heavily criticised. Without a more precise definition of the term «knowledge»,
the formulation was said to be unclear. It was not appropriate to take every newly published
result into account. Rather, the focus should be on established knowledge which has been
adequately validated.

- This was appropriately clarified in the final document.

Justified criticisms were also made at a number of points where incorrect or inconsistent references
had been made to articles in the AniWA, the Animal Welfare Ordinance (AniWQ) or the AEO. These
references were amended in the final version.

Criticisms of style and phraseology

Numerous researchers or institutions made general criticisms of the style and phraseology of the
document. In particular, the following criticisms were made:

— the need for animal experiments was not mentioned in the introduction,



— the text was didactic,

— the document represented in a one-sided manner the position of animal welfare activists and
opponents of animal experiments,

— the guidelines go far beyond current animal welfare law.

The ECAE was surprised by the intensity of the criticisms of style and phraseology; however, after
careful examination, they were found to be comprehensible.

There were factual errors which generated an undesired reaction - for example, the above-
mentioned reference to Art. 24 let. d AEO, which created the false impression that the guidelines
were calling for a general prohibition on strains of severity grade 3.

In addition, partly as a result of formulations being taken verbatim from the existing (2005)
guidelines, the language appeared outdated and didactic.

- In revising the consultation draft, the ECAE liaised closely with scientists from various areas of
animal research in order to clarify linguistic nuances. Not only the introduction but numerous other
points were fundamentally revised and reformulated. The Committee is confident that the criticisms
have thus been adequately addressed.

Content-related criticisms based on misapprehensions

Various content-related criticisms were evidently based on misapprehensions, as was confirmed by
external research experts subsequently consulted. They were consulted with the aim of identifying
such misapprehensions and devising clear formulations.

— Benéefits of basic research: An objection frequently raised was that, by definition, the benefits of
basic research are not predictable in advance. On this basis, it was argued that requirements
concerning predictability should not be included in the assessment of applications.

- This criticism is not relevant to the present guidelines, since exempting basic research from a
weighing of interests is not a matter for the ECAE. However, the objection arises from a
misunderstanding of what counts as a benefit of basic research in a weighing of interests. Under
Art. 137 AniWO, basic research involving animals is legitimate provided that it is designed to
investigate fundamental biological processes or is concerned with the preservation or
protection of the life and health of humans and animals, protection of the natural environment,
or (now also) promotion of the 3R principle. The benefits of basic research are thus measured on
the basis of the contribution that a research project may make to knowledge in these areas. If
the research question is relevant in this regard and if the results may potentially close a gap in
knowledge, then a research benefit exists - irrespective of the actual results of the research
project.

- For the explanation and weighting of research benefits in the weighing of interests, readers
are referred to the relevant official documentation, and also to the ECAE publication «Weighing
of interests for proposed animal experiments - Guidance for applicants»

(2022).

— 2.2b: Also criticised in numerous responses was the following formulation: «The results sought
must go clearly beyond what is already known. This also includes replication studies, which help
to clarify important findings.»

This was intended to emphasise the fact that replication studies can also yield important results
going clearly beyond what is already known, by helping, for example, to clarify important
findings. This formulation was criticised as denying this capacity to replication studies.

- In the final (2025) version, the formulation is perfectly clear in this regard.

— 2.3k: Here, the criticism was made that, according to the revised guidelines, the legal minimum
requirements for the housing of laboratory animals were inadequate to ensure animal welfare,
and that therefore housing conditions going beyond the legal minimum requirements were
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being called for. However, it subsequently emerged that the formulation «lf they are, according
to new evidence, inadequate to ensure animal welfare» was frequently (mis)read as «As they are,
according to new evidence, inadequate ...».

- This formulation was already included (verbatim) in the 2005 guidelines and has been
retained in the latest version.

Content-related criticisms concerning specific points

As mentioned above, the responses received from the various stakeholders were numerous, widely
varying and sometimes conflicting. The topics included here are representative, covering the most
frequent criticisms.

— Target audience: Numerous responses from researchers and research institutions called for the
guidelines to be addressed to all stakeholders, including authorities and cantonal animal
experimentation committees.

- The «Ethical guidelines for animal experiments» are deliberately addressed to researchers, to
the specialised staff involved in the conduct of animal experiments and to the persons
responsible for animal research matters within institutions conducting research. The guidelines
should provide guidance to researchers and all persons involved in animal experiments for the
implementation of legally sound and ethically responsible handling of laboratory animals. In
addition, the guidelines should encourage all parties to reflect on the handling of animals in
connection with animal experiments - especially with regard to matters which are not (or not
adequately) regulated by law but which may, as a result of societal debates or personal values,
give rise to questions concerning the handling of laboratory animals. The guidelines thus also
provide other stakeholders (including licensing and enforcement authorities) with important
information as to the considerations on which researchers’ decisions concerning the handling of
laboratory animals are based.

Coverage of all aspects of the authorisation procedure and of official monitoring of animal
experiments would, however, exceed the scope of these guidelines. For the weighing of
interests, the ECAE has already issued separate guidance for applicants, which is also observed
by licensing authorities and cantonal animal experimentation committees. In addition, the ECAE
analyses the authorisation procedure for animal experiments and proposals for possible reforms
in other ways, e.g. through the Stakeholder Roundtable 2021.

- 2.1d Killing of animals: Particularly heavily criticised was one point in the «General principles»
section, according to which the killing of animals in connection with animal experiments also
affects the dignity of the animals concerned, and respect for the dignity of animals also includes
protection of their life.

2 As, legally, protection of the life of animals does not come under animal dignity as defined in
the AniWA, this point was duly amended. Nonetheless, the ECAE takes the view that the killing
of healthy animals without a particular reason is not a trivial matter and can be regarded as
problematic from an ethical perspective. This is now articulated under point 2.3t on the killing of
laboratory animals, where reference is made to the options of further use in another experiment,
making animals available on sharing platforms, or arranging for rehoming.

— 2.2e Upper limit for strain: Intense criticism was drawn by the observation that, from an ethical
standpoint, there should be an upper limit of pain, suffering, harms and distress which should
not be exceeded in scientific procedures, combined with the recommendation not to perform
procedures that result in severe pain, suffering or distress, which is likely to be long-lasting and
cannot be ameliorated. This point was taken almost verbatim from the considerations (no. 23)
set out in Directive 2010/63/EU. However, it was seen as contradicting Swiss animal welfare law,
which makes no provision for such an upper limit and calls instead for a weighing of interests for
each animal experiment (which is also the case in the EU).
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- Since, for the ECAE, this point was not concerned with the legal aspect but was primarily
intended to encourage researchers to reflect on their own acceptability limits, the wording (now
2.2c) was heavily revised. The ECAE now recommends that study directors determine for
themselves, based on ethical considerations, where to set an upper limit for the strain imposed
on animals. This recommendation is made not least in order to protect the persons involved in
the experiments, since experimental procedures involving severe strain may be highly stressful
for them.

— 2.3r,s Protection of intellectual property: Also criticised was the fact that appropriate
consideration was not given to the protection of intellectual property, e.g. in the
recommendations for preregistration of study protocols and publication of research data.

- The option of preregistration is now (under 2.3c) recommended as a way of promoting
transparency. For the open research data/open access recommendation, a proviso has been
added: «unless this is precluded on legal, ethical or intellectual property grounds or by
confidentiality clauses or similar obstacles». This is also in line with the Open Science policy of
the Swiss National Science Foundation (SNSF), which can serve as a guide for researchers.

— 3.2 Animal experiments abroad: Another frequent source of concern was the recommendation
that «animal experiments which do not comply with Swiss animal welfare legislation and are not
justifiable according to the present ethical guidelines should not be conducted abroad, nor
should researchers participate in the conduct of such experiments abroad». It was feared that
such a recommendation would make international collaborations impossible.

- This recommendation was taken from the existing (2005) guidelines and corresponds to the
current guidelines of numerous universities (e.g. Zurich und Bern).

It was therefore - as already mentioned above - essentially retained; however, in the spirit of the
guidelines, it was reformulated as a prescription rather than a prohibition, with an exception
being specified for animal experiments expressly required by law.

Conclusions

The revision process for the latest version of the «Ethical guidelines for animal experiments» was
both challenging and instructive for the working group responsible and for the ECAE. For example,
the assumption that the previous (2005) version was largely recognised and accepted turned out to
be unfounded. In some cases, passages taken verbatim from this source attracted fundamental
criticism. This could have been prevented by appropriate preliminary investigations concerning the
existing document.

The ECAE has become aware of the importance of clear accompanying communication. While this
has now been provided in the form of the present explanatory document, the ECAE realises that,
for certain points, explanations will also be required after the guidelines have been published.

For queries and feedback on the guidelines, please contact: animal.ethics@samw.ch
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