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XHHE E AR R TR
Ministry of Education, Culture, Sports, Science and Technology, Notice No. 71
Fundamental Guidelines for Proper Conduct of Animal Experiment and Related Activities in
Academic Research Institutions under the jurisdiction of the Ministry of Education, Culture, Sports,
Science and Technology are provided as follows.
June 1, 2006
Kenji Kosaka

Minister of Education, Culture, Sports, Science and Technology Fundamental Guidelines for
Proper Conduct of Animal Experiment and Related Activities in Academic Research Institutions
under the jurisdiction of the Ministry of Education, Culture, Sports, Science and Technology

Preamble

A scientific understanding of the biological activities of living organisms on the planet is essential
for the solution of many issues, including human welfare, and conservation and restoration of the
environment. Animal experiments and related activities are necessary and unavoidable for gaining
scientific insights into the biological activities of living organisms, but they must be performed
properly taking into consideration the welfare of the animals. To ensure the appropriateness of
animal experiments, efforts have been made in academic research institutions to establish and
implement institutional guidelines on animal experimentation, through establishment of institutional
animal experiment committees which conform to the Notice of “Animal Experimentation in
Universities and Similar Institutions.” (Director General, Science and International Affairs Bureau,
Ministry of Education, May 25, 1987). In the future, animal experiments and related activities are
expected to continue, in order to facilitate advancement of the life sciences and the development of
medical treatments and other technologies. Since then, the Law for Partial Amendment of the Law
for the Humane Treatment and Management of Animals (Law No. 68, 2005) was promulgated in
June 2005. In this Law, in addition to the provision of Refinement (i.e., techniques to reduce pain
and distress to animals used, while still allowing attainment of the scientific objective) of the
so-called 3R principles of animal experiment and related activities, the provisions of Replacement
(i.e., substituting animals with non-animal research methods, while still allowing attainment of the
scientific objective) and Reduction (i.e., minimizing the number of animals used, while still
allowing attainment of the scientific objective) were included.

With these changes in the circumstances surrounding animal experiment and related activities, it
is important for Academic Research Institutions to perform properly animal experiment and related
activities not just out of scientific necessity, but also with consideration of both the scientific
rationale and the welfare of the animal, pursuant to the provisions of the Law for the Humane
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Treatment and Management of Animals (Law No. 105, 1973; “the Law” hereinafter), as well as
Standards Relating to the Care and Management of Laboratory Animals and Relief of Pain (Notice
No.88 of the Ministry of the Environment dated April 28, 2006; “Care and Management
Standards” hereinafter).
On the basis of the current state of affairs, these Fundamental Guidelines for Proper Conduct of
Animal Experiment and Related Activities in Academic Research Institutions (‘“the Fundamental
Guidelines” hereinafter) are provided to ensure proper conduct of animal experiments and related
activities.
Article 1 Definitions
The following terms used in the Fundamental Guidelines are defined below:
(1) Animal experiments and related activities
Utilization of animals for education, testing, research and development, manufacture of biological
products, or other scientific purposes.
(2) Laboratory animals
Animals of mammalian, avian or reptilian species, reared or maintained in facilities of academic
research institutions, for use in animal experiments and related activities.
(3) Academic Research Institutions
Any of the following institutions where testing, research or development are performed, in science,
technology, or for academic research:
(i) Universities
(if) Inter-University Research Institute Corporation
(iii) Colleges of Technology
(iv) Facilities and institutions under the jurisdiction of the Ministry of Education, Culture, Sports,
Science and Technology
(v) Independent Administrative Institutes (limited to those under the jurisdiction of the Ministry
of Education, Culture, Sports, Science and Technology; excluding the Independent Administrative
Corporation Institute of National Colleges of Technology)
(vi) Corporations established pursuant to the provisions of Article 34 of the Civil Code (Law No.
89 1896) (limited to those under the jurisdiction of the Ministry of Education, Culture, Sports,
Science and Technology)
(4) Animal experiment protocol
Protocol for conduct of animal experiment or related activities.
(5) Animal experiment researcher
Individual performing the animal experiment or related activities.
(6) Principal investigator
The animal experiment researcher who is responsible for all activities concerning the animal

experiment and related activities.
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Article 2 Responsibilities of the director of the academic research institution
1. Responsibilities of the director of the academic research institution
The director of the academic research institution bears ultimate responsibility for conduct of
animal experiments and related activities in the institution. The director shall establish the
institutional animal experiment committee, establish the institutional regulations specified in Item
2 below, approve the animal experiment protocols, comprehend the results of the animal
experiments performed based on the protocol, and implement any other necessary measures
required for proper conduct of animal experiments and related activities.
2. Establishment of institutional regulations  The director of the academic research institution
shall establish the institutional regulations (“Institutional regulations” hereinafter) specifying
methods for the maintenance and management of animal experimentation facilities, as well as
methods for proper conduct of animal experiments and related activities, pursuant to the provisions
of the Law, Care and Management Standards, the Fundamental Guidelines, and other laws and
ordinances (including notices, the same hereinafter) concerning animal experiments and related
activities.
3. Approval of animal experiment protocols  The director of the academic research institution
shall have the principal investigator submit the animal experiment protocol prior to the start of the
animal experiment and related activities, and shall approve or reject the submitted animal
experiment protocol after a review by the Institutional Animal Experiment Committee.
4. Comprehension of the results of the animal experiment and related activities.  After completion
of the experiment, the director of the academic research institution shall receive the report of results
of the experiment performed according to the animal experiment protocol, and shall implement
whatever measures are necessary for improvement in the proper conduct of the animal experiment

and related activities, as required.

Article 3 Institutional Animal Experiment Committee
1. Establishment of the Institutional Animal Experiment Committee
The director of the academic research institution shall establish the Institutional Animal Experiment
Committee.
2. Roles of the Institutional Animal Experiment Committee

The Institutional Animal Experiment Committee shall have the following duties.

(i) Upon a request from the director of the academic research institution, the Committee shall
review the animal experiment protocol submitted by the principal investigator to determine
whether it complies with the Law, Care and Management Standards, the Fundamental Guidelines
concerning animal experiment and related activities, and the Institutional regulations, and shall
report the results of the findings to the director of the institution.

(ii) The Committee receives a report from the director of the academic research
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institution of the results of the animal experiments performed according to the animal experiment
protocol, and shall give advice as required.
3. Membership of the Institutional Animal Experiment Committee
The Institutional Animal Experiment Committee shall consist of members who are appointed

from the following individuals by the director of the academic research institution, with
consideration given to achieve appropriately the roles of the Committee.

(i) Individuals with  excellent knowledge and experience regarding animal
experiments and related activities.
(ii) Individuals with excellent knowledge and experience regarding laboratory animals.

(iii) Individuals with scholarship and experience.

Article 4 Conduct of animal experiments and related activities
1 Assurance of scientific rationale
The principal investigator shall prepare the animal experiment protocol and shall properly
perform the animal experiment and related activities, based on the following items, from the
standpoint of assuring the reliability of data obtained from the animal experiment and related
activities.
(1) Selection of proper methods for the animal experiment and related activities
The animal experiment and related activities shall be performed by selecting the proper methods
based on the following items.
(i) Use of alternative methods (Replacement)

In the animal experiments and related activities, consideration must be given to the proper use
of laboratory animals by replacing laboratory animals with other research materials where
possible, while still allowing attainment of the scientific objective.

(ii) Selection of laboratory animals (Reduction)

In the animal experiments and related activities, consideration must be given to the
appropriate use of laboratory animals by reducing the number of animals used to as few as
possible, while still allowing attainment of the scientific objective. In these cases, it is necessary
to consider the selection of laboratory animal species appropriate for the purpose of the animal
experiment and related activities, the number of laboratory animals which will determine the
accuracy and reproducibility of the results of the animal experiment, the genetic and
microbiological quality, and the rearing conditions.

(iii) Reduction of pain (Refinement)

In the animal experiments and related activities, methods must be employed which cause as
little pain and distress as possible to the laboratory animals, while still allowing attainment of
the scientific objective, based on the Law and Care and Management Standards.
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(2) Facilities and equipments for animal experiment and related activities
Animal experiments and related activities shall be conducted using appropriately maintained and
managed facilities and equipment.

2. Animal experiments and related activities that require special attention concerning safety
management
The director of the academic research institution shall consider the following items when
animal experiments and related activities are to be performed which require special attention
concerning safety management.

(i) When animal experiments and related activities are to be conducted which involve physical
or chemical agents or pathogens, or which may affect the safety or health of humans or the
surrounding environment, special attention to assurance of safety and maintenance of the
health of the animal experiment researchers must be paid, while still properly maintaining
facilities and equipment in the academic research institution.

(ii) The facilities and equipment shall be maintained so that the laboratory animals are not

harmed by contamination of the rearing environment, while consideration shall also be given to

maintenance of the health of the laboratory animals by implementing quarantine or other
measures as required.

(iii) When animal experiment and related activities that might affect the ecosystem are to be

performed, such as animal experiments or related activities using genetically modified animals,

special attention shall be given to prevention of escape or other undesirable events of the
genetically modified animals, while facilities and equipment in the academic research institution
shall be managed properly.

Article 5 Rearing and maintenance of laboratory animals

Rearing and maintenance of laboratory animals in the animal experiment and related activities
shall be performed properly from the standpoints of both scientific rationale and animal welfare,
based on the Law and Care and Management Standards.

Article 6 Miscellaneous Provisions
1. Conduct of education and training

The director of the academic research institution shall ensure that education and training are
provided to animal experiment researchers and workers who engage in the rearing and
maintenance of laboratory animals (“animal experiment researchers and workers” hereinafter),
with the aim of guaranteeing that animal experiment researchers and workers shall acquire the
basic knowledge required for the proper conduct of animal experiments and other activities, and
for the proper rearing and maintenance of laboratory animals. The director shall also implement
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any other necessary measures to improve the level of skills and professionalism of animal
experiment researchers and workers.
2. Self-inspections, evaluation and verification of compliance with the Fundamental Guidelines
To assure transparency concerning the conduct of animal experiments and related activities, the
director of the academic research institution shall periodically implement self-inspections and
evaluations of compliance with the Fundamental Guidelines for the animal experiments and
related activities in the institution. Furthermore, the director shall endeavor to have the results
of these self-inspections and evaluations verified by a third party, independent of the research
institution concerned.
3. Public disclosure of information ~ The director of the academic research institution shall publicly
disclose information regarding the animal experiments and related activities in the institution (e.g.,
Institutional regulations, self-inspections and evaluations regarding animal experiments and related
activities, results of verification by a third party independent of the institution concerned, and
conditions of rearing and maintenance of laboratory animals) through the Internet, distribution of

annual reports or by other appropriate means, approximately once a year.
Supplementary Provision The Fundamental Guidelines shall come into effect beginning June 1,

2006.

(Reserch Promotion Bureau, Life Sciences Divisions)
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EFAEYEFEROEY ERICET 2 EEREA (F30)
International Guiding Principles For Biomedical Research Involving Animals
December 2012
Council for International Organizations for Medical Science

And The International Council of Laboratory Animal Science

PREAMBLE

The International Guiding Principles for Biomedical Research Involving Animals has
been the framework for the development of laws, policies, and guidelines for over 25
years. When the Guiding Principles were written in 1985, the profession of laboratory
animal medicine and science was still establishing best practices and standards of care.
Over the years, many of these practices and standards have become ingrained in the
oversight structure of numerous countries. Since the publication of the original
Guidinng Principles, the scope of animal research has expanded significantly, numerous
technological advancements have occurred, and societal attention to the welfare of
research animals has increased. This evolution has prompted an update and expansion
of the focus of the Guiding Principles to address contemporary issues facing scientists

when animals are used for research and education.

The revised International Guiding Principles for Biomedical Research Involving
Animals is the result of a partnership between the Council for International
Organizations for Medical Science (CIOMS) and the International Council of
Laboratory Animal Science (ICLAS) was formed to update the Guiding Principles.
These international organizations have a common mission of advancing international
collaboration in biomedical sciences. The revised document is the result of an
international collaboration of scientists, veterinarians, and other experts whose ideas
and suggestions were gathered from more than 10 different meetings held in
conjunction with several scientific conferences around the world over a period of more
than 3 years. Discussions were based on the Statements of Principles for the Use of
Animals from over 30 professional societies, organizations, and countries. The working
group had an international and interdisciplinary membership representing several

pivotal stakeholder professional organizations.

The revised International Guiding Principles for Biomedical Research Involving
Animals reflect congruence with the more specific guidance offered by other national
and international agencies. These Guiding Principles will be a touchstone for countries

with emerging research and teaching programs that use animals in developing a

68



framework of responsibility and oversight to ensure the appropriate use of animals.
They may also serve as an international benchmark for countries with well-developed
animal-based research programs. As noted in 1985, there are varying approaches in
different countries to the use of animals for research, testing and teaching purposes. By
applying the these Guiding Principles and other documents with more specific
standards of care, each country can develop a detailed system of guidelines or

regulations that is commensurate with national customs and social practices.

The use of animals in research, education and testing is an essential component of the
addvancement of our understanding about human and animal function. This knowledge
1s important for advancing human and animal health and welfare through disease
prevention and cures, new treatments, and drug and device development. The scientific
community, understanding that using animals is a privilege entrusted by society,
remains commmitted to ensuring the health and welfare of animals as an integral

consideration when animals are used for these purposes.

The following principles should be used by the international scientific community to
guide the responsible use of vertebrate animals in scientific and/or educational

activities.

I. The advancement of scientific knowledge is important for improvement of human
and animal health and welfare, conservation of the environment, and the good of society.
Animals play a vital role in these scientific activities andd good animal welfare is
integral to achieving scientific and educational goals. Decisions regarding the welfare,
care, and use of animals should be guided by scientific knowledge and professional
judgment, reflect ethical and societal values, and consider the potential benefits and the

impact on the well-being of the animals involved.

II. The use of animals for scientific and/or educational purposes is a privilege that
carries with it moral obligations and responsibilities for institutions and individuals to
ensure the welfare of these animals to the greatest extent possible. This is best achieved
In an institution with a culture of care and conscience in which individuals working
with animals willingly, deliberately, and consistently act in an ethical, humane and
compliant way. Institutions and individuals using animals have an obligation to
demonstrate respect for animals, to be responsible andd accountable for their decisions
and actions pertaining to animal welfare, care and use, and to ensure that the highest

standards of scientific integrity prevail.
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III.  Animals should be used only when necessary and only when their use is
scientifically and ethically justified. The principles of the Three Rs — Replacement,
Reduction and Refinement — should be incorporated into the design and conduct of
scientific and/or educational activities that involve animals. Scientifically sound results
and avoidance of unnecessary duplication of animal-based activities are achieved
through study and understanding of the scientific literature and proper experimental
design. When no alternative methods, such as mathematical models, computer
simulation, in vitro biological systems, or other non-animal (adjunct) approaches, are
available to replace the use of live animals, the minimum number of animals should be
used to achieve the scientific or educational goals. Cost and convenience must not take

precedence over these principles.

IV. Animals selected for the activity should be suitable for the purpose and of an
appropriate species and genetic background to ensure scientific validity and
reproducibility. The nutritional, microbiological, and general health status as well as
the physiological and behavioral characteristics of the animals should be appropriate to
the planned use as determined by scientific and veterinary medical experts and/or the

scienntific literature.

V. The health and welfare of animals should be primary considerations in decisions
regarding the program of veterinary medical care to include animal acquisition and/or
production, transportation, husbandry and management, housing, restraint, and final
disposition of animals, whether euthanasia, rehoming, or release. Measures should be
taken to ensure that the animals’ environment and management are appropriate for the

species and contribute to the animals’ well-being.

VI. The welfare, care, and use of animals should be under the supervision of a
veterinarian or scientist trained and experienced in the health, welfare, proper
handling, and use of the species being maintained or studied. The individual or team
responsible for animal welfare, care and use should be involved in the development and
maintenance of all aspects of the program. Animal health and welfare should be
continuously monitored and assessed with measures to ensure that indicators of
potential suffering are promptly detected and managed. Appropriate veterinary care

should always be available and provided as necessary by a veterinarian.

VII. Investigators should assume that procedures that would cause pain or distress in

human beings cause pain or distress in animals, unless there is evidence to the contrary.
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Thus, there is a moral imperative to prevent or minimize stress, distress, discomfort,
and pain in animals, consistent with sound scientific or veterinary medical practice.
Taking into account the research and educational goals, more than momentary or
minimal pain and/or distress in animals should be managed and mitigated by
refinement of experimental techniques and/or appropriate sedation, analgesia,
anesthesia, non-pharmacological interventions, and/or other palliative measures
developed in consultation with a qualified veterinarian or scientist. Surgical or other

painful procedures should not be performed on unanesthetized animals.

VIII. Endpoints and timely interventions should be established for both humane and
experimental reasons. Humane endpoints and/or interventions should be established
before animal use begins, should be assessed throughout the course of the study, and
should be applied as early as possible to prevent, ameliorate, or minimize unnecessary
and/or unintended pain and/or distress. Animals that would otherwise suffer severe or
chronic pain, distress, or discomfort that cannot be relieved and is not part of the
experimental design, should be removed from the study and/or euthanized using a

procedure appropriate for the species and condition of the animal.

IX. It is the responsibility of the institution to ensure that personnel responsible for
the welfare, care, and use of animals are appropriately qualified and competent through
training and experience for the procedures they perform. Adequate opportunities should
be provided for on-going training and education in the humane and responsible
treatment of animals. Institutions also are responsible for supervision of personnel to

ensure proficiency and the use of appropriate procedures.

X. While implementation of theese Principles may vary from country to country
according to cultural, economic, religious, and social factors, a system of animal use
oversight that verifies commitment to the Principles should be implemented in each
country. This system should include a mechanism for authorization (such as licensing or
registering of institutions, scientist, and/or projects) and oversight which may be
assessed at the institutional, regional, and/or national level. The oversight framework
should encompass both ethical review of animal use as well as considerations related to
animal welfare and care. It should promote a harm-benefit analysis for animal use,
balancing the benefits derived from the research or educational activity with the
potential for pain and/or distress experienced by the animal. Accurate records should be
maintained to document a system of sound program management, research oversight,

and adequate veterinary medical care.
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