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EXTERNALLY SPONSORED RESEARCH

Guideline 15 Obligations of Sponsoring and Host
Countries. Externally sponsored research entails two

ethical obligations:

* An external sponsoring agency should submit
the research protocol to ethical and scientific re-
view according to the standards of the country of
the sponsoring agency, and the ethical standards
applied should be no less exacting than they
would be in the case of research carried out in
that country

+ After scientific and ethical approval in the coun-

— O

volving Animals (1985)

petimentation with animals has made possible ma-
tributions to biological knowledge and to the
ifare of man and animals, particularly in the treat-
ind prevention of diseases. Many important ad-
vances in medical science have had their origins in
€ biological research not primarily directed to
tical ends as well as from applied research de-
d 1o investigate specific medical problems There
llll-.'.a_n:urgent need for basic and applied research
I lead to the discovery of methods for the pre-
on and treatment of diseases for which adequate
thods are not yet available—notably the
nunicable diseases and the endemic commu-
iseases of warm climates
L Progress has depended, and further progress
Teseeable future will depend, largely on ani-
] entation which, in the broad field of hu-

from Council for International Organizations of Med-

rrational Guiding Principles for Biomedical Re-
ving: ‘Animals (Geneva: CIOMS, 1985). 17-19
the permission of CIOMS.
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try of the sponsoring agency, the appropriate an-
thorities of the host country, including a national
ot local ethical review committee or its equiva-
lent, should satisfy themselves that the proposed
research meets their own ethical requirements
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CIOMS. 1991. Infernational Guidelines for Ethical Review of Epi-
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R INTERNATIONAL
ONS OF MEDICAL SCIENCES

International Guiding Principles for Biomedical Research

man medicine, is the prelude to experimental trials on
human beings of, for example, new therapeutic,
prophylactic, or diagnostic substances, devices, or
procedures.
There are two international ethical codes intended
principally for the guidance of countries o1 institu-
tions that have not yet formulated their own ethical
requirements for human experimentation: The Tokyo
revision of the Declaration of Helsinki of the World
Medical Association (1975); and the Proposed Inzer-
national Guidelines for Biomedical Research Involv-
ing Human Subjects of the Council for International
Organizations of Medical Sciences and the Woild
Health Organization (1982) These codes recognize
that while experiments involving human subjects are
a sine qua non of medical progress, they must be sub-
ject to strict ethical requirements. In order 1o ensure
that such ethical requirements are observed, national
and institutional ethical codes have also been elabo-
rated with a view to the protection of human subjects
involved in biomedical (including behavioral)

research.




364 HUMAN AND ANIMAIL SUBJECIS

A major requirement both of national and interna-
tional ethical codes for human experimentation, and of
national legislation in many cases, is that new sub-
stances or devices should not be used for the first time
on human beings unless previous fests on animals have
provided a reasonable presumption of theit safety.

The use of animals for predicting the probable ef-
fects of procedures on human beings entails responsi-
bility for their welfare. In both human and veterinary
medicine animals are used for behavioial, physio-
logical, pathological, toxicological, and therapeutic
research and for experimental surgery or surgical train-
ing and for testing drugs and biological preparations.
The same responsibility toward the experimental ani-
mals prevails in all of these cases

Because of differing legal systems and cultusal
backgrounds there are varying approaches to the use
of animals for research, testing, or training in differ-
ent countries. Nonetheless, their use should be always
in accord with humane practices. The varying ap-
proaches in different countries to the use of animals
for biomedical purposes, and the lack of relevant leg-
islation or of formal self-regulatory mechanisms in
some, point to the need for international guiding prin-
ciples elaborated as a result of international and in-
terdisciplinary consultations.

The guiding principles proposed here provide a
framework for more specific national or institutional
provisions They apply not only to biomedical 1e-
search but also to all uses of vertebrate animals fot
other biomedical purposes, including the production
and testing of therapeutic, prophylactic, and diagnos-
tic substances, the diagnosis of infections and intoxi~
cations in man and animals, and to any othet proce-
dures involving the use of intact live vertebrates

BASIC PRINCIPLES
1 The advancement of biological knowledge
and the development of improved means for
the protection of the health and well-being
both of man and of animals require recourse
to experimentation on intact live animals of
a wide variety of species.

IL. Methods such as mathematical models, com-
puter simulation and in vitro biological sys-
tems should be used wherever appropriate.

Il Animal experiments should be undertaken
only after due consideration of their rele-
vance for human or animal health and the
advancement of biological knowledge.

v

VI

VIL

VII

X

XI

The animals selected for an experiment
should be of an appropriate species and qual-
ity, and the minimum number required to
obtain scientifically valid results.

Investigators and other personnel should
never fail to treat animals as sentient, and
should regard their proper care and use and
the avoidance or minimization of discom-
fort, distress, or pain as ethical imperatives
Investigators should assume that procedures
that would cause pain in human beings cause
pain in other vertebiate species, although
more needs to be known about the percep-
tion of pain in animals

Procedures with animals that may cause '
more than momentary or minimal pain or -
distress should be performed with appropri- :
ate sedation, analgesia, or anesthesia in ac- -
cordance with accepted veterinary practice, -
Surgical or other painful procedures should:
not be performed on unanesthetized animals
paralysed by chemical agents o
Where waivers are reguired in relation to t
provisions of article V1L, the decisions should
not rest solely with the investigators directly
concerned but should be made, with due 1
gard to the provisions of articles IV, V, and
VI, by a suitably constituted review: b
Such waivers should not be made solely for
the purpose of teaching or demonstrat
At the end of, o1, when appropriate;:
an experiment, animals that would other
suffer severe or chromic pain, distress; di
comfort, or disablement that canniot be
lieved should be painlessly killed. :
The best possible living condition
be maintained for animals kept for.
ical purposes. Normally the care ‘of ant
should be under the supervision 0:
natians having experience in laborato
mal science In any case, veterin:
should be available as required.
It is the responsibility of the di
institute or department using ant
sure that investigators and perso
approptiate qualifications or-€Xpe
conducting procedures on animals
opportunities shall be provide
service training, including the
humane concetn for the animal
cate . . .






