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Regulations for the Management of Laboratory Animals at Fujita Health University

April 1, 2007
June 27, 2012

(Preface)
Conducting life science research that involves animal experiments at the University is required not only for the
development and deployment of improved health, welfare, and advanced medicine, but also for the advancement of the

research area and the enhancement of the health of animals. These regulations of Fujita Health University (hereinafter

Chapter 1 General Rules

(Goals and basic principles)

Article 1

1) This regulation shall define requirements for appropriate conduct of animal experiments in the University from the
perspectives of science, animal welfare, and environmental preservation and with the goal of maintaining the safety
of staff and students.

2)  Animal experiments shall be properly conducted according to the “Three R’s (Replacement, Reduction, and
Refinement) in the internationally accepted 3R principles of animal experiments”, pursuant to the Act, Standards

Relating, Fundamental Guidelines, Basic Policies, and Guidelines.

(Definitions)
Article 2
In this regulation, the terms used are defined as follows:
1) Animal Experiments
Use of animals for education, testing, research, manufacture of biological products, or other scientific purposes.
2) Facility
The building(s) with accommodations and equipments used for breeding, maintenance, and experiments (hereinafter
the Facility).
3) Animal Room
The housing compartment in which live animals are kept for more than 24 hours to perform experiments.
4) Laboratory
The room in which live animals are kept for less than 24 hours to perform experiments.
5) Laboratory Animals

Mammalian, avian, or reptilian species of animals used for experiments.
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6) Animal Experiment Protocol
The official document of plans and procedures drafted beforehand for the conduct of an animal experiment.
7) Director
The person with overall responsibility in the Facility for breeding and maintenance of animals and the proper and
safe conduct of experiments under the authority of the President of the University.
8) Laboratory Animal Manager
The person who assists the director and is in charge of management of the laboratory animals.
9) Principal Investigator
The person who is responsible for and in charge of all duties and procedures of an experiment conducted under an
animal experiment protocol.
10) Investigator
The person who carries out an experiment under an animal experiment protocol.
11) Animal Technician
The person in charge of care and management of laboratory animals under the authority of the Laboratory Animal

Manager or/and Investigator.

(Application)

Article 3

1) This regulation shall be applied to all experiments using animals of mammalian, avian, or reptilian species.

2) The Principal Investigator shall strive to proceed in accordance with the intentions of these regulations when using
animals not belonging to mammalian, avian, or reptilian species.

3) The Principal Investigator shall determine whether all animal experiments (even experiments entrusted to other
organizations and animal experiments performed jointly with other organizations) are carried out correctly in

accordance with the Act, Standards Relating, Fundamental Guidelines, Basic Policies, and Guidelines.

(Organization)

Article 4

The President shall establish an Institutional Animal Care and Use Committee IACUC) as an advisory board in the
University to discuss animal experiment protocols; comprehend the conditions and results of experiments; implement
education and training related to experiments and procedures; perform self-inspections and self-assessments; and

disclose information. Details of the IACUC are provided in Chapter 2.

Chapter 2 Institutional Animal Care and Use Committee (ACUC)

(Roles of IACUC)
Article 5
The IACUC shall discuss, investigate, and make reports with recommendations to the President on the points listed
below. An JACUC member who is the Principal Investigator for a certain experiment should not participate in the review
of the corresponding animal experiment protocol.

(1) The animal experiment protocol with respect to the Guidelines and this regulation.

(2) Implementation and results of the experiment protocol.

(3) Maintenance of the Facility and care/management of breeding, maintenance, and housing of laboratory

animals.
(4) Education regarding animal experiments, handling of laboratory animals, control of breeding, and housing of

laboratory animals with awareness of the laws and regulations.
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(5)  Other matters pertaining to animal experiments.

(Composition of the IACUC)
Article 6
1) The members of the IACUC are appointed by the President of the University. The Chairperson is chosen by the
[ACUC members, approved by the President, and requested by the Chairman of the Board of Trustees.
2) The IACUC shall comprise persons with sufficient knowledge and/or experience in the following fields:
(1) Animal experiments (1-5 individuals)
(2) Laboratory animals (1-5 individuals)
(3)  Animal welfare (1-5 individuals)
(4)  Education (1-5 individuals)

(Term and conduct of IACUC)

Article 7

1) The term of IACUC service is one year, and members may be reappointed.
After the unexpected retirement of an IACUC member during the appointment term, the successor shall serve
until the ending date of the predecessor’s term.

2) An IACUC conference shall be held once per year.

3)  An IACUC conference may be held on an ad hoc basis if needed.

Chapter 3 Enforcement of Regulations for Animal Experiments
(Drafting, review, and performance of the animal experiment protocol)
Article 8
1) The Principal Investigator shall draft the animal experiment protocol describing the following matters from the
viewpoint of data reliability and shall submit the protocol to the President.

(1) Purpose, objective, and need for research and education.

(2) Potential replacement of laboratory animals with phylogenetically lower species (“Replacement” in the three
R’s).

(3) Potential for reduction of the number of laboratory animals used by considering the species suitable for the
purpose, the appropriate number of animals to establish the accuracy and reproducibility of experimental
results, and the quality of genetic and microbiologic control and breeding conditions (“Reduction” in the
three R’s).

(4) Appropriate use and handling of animals for the mitigation of pain (“Refinement” in the three R’s).

(5) Establishment of a humane endpoint (time to quit the experiment for ethical reasons) in any animal experiment
protocol involving a high degree of pain (e.g., lethal toxicity tests or experiments involving infection and/or
irradiation).

2) The President shall notify the results of review of the animal experiment protocol to the Principal Investigator
together with the IACUC’ s recommendations.

3) The Principal Investigator shall not start animal experiments without the approval of the animal experiment protocol
by the President.

(Experimental technique)

Article 9

1) Any person who performs animal experiments shall follow the Standards Relating and Guidelines, and shall observe
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2)

the following:
(1) Carry out all activities described in the animal experiment protocol:
()  Use suitable anesthetic, analgesic, and other drugs for mitigation of pain
(i) Consider the end—term (accepted as the humane endpoint) of the experiment
(iii) Provide suitable postoperative management
(iv) Select a suitable means of euthanasia
(2) Conduct the animal experiments in the Facility, animal room, or laboratory, with suitable maintenance and
management.
(3) Follow the Standards Relating and Guidelines for the use of potential hazards (e.g., physically and chemically
dangerous materials, pathogenic organisms, and transgenic animals).
(4) Reserve the appropriate facility and equipment for the use of potential hazards (e.g., physically and chemically
dangerous materials, pathogenic organisms, and transgenic animals).
(5) Strive to master required experimental techniques (in cases of invasive surgery, follow advice from experts).
The Principal Investigator shall report the number of animals, any deviations from the approved protocol, and the

results of the completed experiments to the President.

Chapter 4 Breeding and Facility

(Establishment of the facility)
Article 10

1)

2)

3)

As facilities for breeding, maintenance, housing, research, and education involving animal models for human
diseases, the University has established the “Education and Research Center for Animal Models of Human
Diseases” (hereinafter CAMHD) on the Toyoake—main campus, the “Nanakuri Laboratory for Animal Models of
Human Diseases (hereinafter NAMHD) on the Nanakuri campus, and the “Banbuntane Laboratory or Animal
Models of Human Diseases (hereinafter BAMHD) on the Nakagawa campus.

As the person with overall responsibility in the Facility for proper and safe conduct of animal studies under the
President of the University, a Director is assigned in CAMHD. In NAMHD and BAMHD, a Chief is assigned to
each.

Management in each facility follows its regulations.

(Application and permission for the use of the Animal Room and Laboratory except for the use of CAMHD, NAMHD, or
BAMHD)

Article 11

The Principal Investigator/Investigator must use the Animal Room and Laboratory (except for the use of CAMHD,
NAMHD, or BAMHD). The required documents should be submitted to the President through the Director/Chief of
CAMHD, NAMHD, or BAMHD and must be approved by the President.

(Required condition of Animal Rooms and Laboratories)
Article 12

Animal Rooms and Laboratories shall satisfy the following requirements.

(1)  Structural design of the Animal Room or Laboratory must address the following requirements:
(D Measures to prevent escape of animals and facilitate capture if laboratory animals do escape.
@ Measures to promote easy cleaning or disinfecting (e.g., excrement or blood) and disposal of wastes.
(® Measures to limit the levels of odor and noise.

(2)  Any person responsible for animal breeding or an animal experiment must be instructed by the Director or
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Laboratory Animal Manager on the above matters.

(Maintenance and management of Animal Rooms and Laboratories)

Article 13

1) The applicant applying for use of an Animal Room or Laboratory (hereinafter the Applicant) is required to ensure
proper maintenance and management of animal rooms and laboratories. The Applicant shall strive to conserve the

living environment around the rooms by avoiding environmental contamination, odors, and noxious insects.

(Closure/Discontinuation of use of Animal Rooms and Laboratories)

Article 14

1)  The Applicant shall present documents to the President through the Director/Chief of CAMHD, NAMHD, or
BAMHD before the ending date for use of an Animal Room or Laboratory.

2)  The Applicant shall strive to transfer all animals to other facilities in cooperation with the Director and Laboratory

Animal Manager.

(Preservation of health and safety of laboratory animals)

Article 16

Every responsible person (e.g., Director, Laboratory Animal Manager, Principal Investigator, Investigator, and/or
Animal Technician) participating in breeding and/or experiments shall preserve the health and safety of the laboratory

animals in accordance with the Standards Relating.

(Introduction of laboratory animals)

Article 17

1)  The Director, Laboratory Animal Manager, Principal Investigator, Investigator, and/or Animal Technician shall
carry out appropriate breeding, housing, and maintenance in accordance with the Act, Standards Relating,
Fundamental Guidelines, Basic Policies, and Guidelines when laboratory animals are imported from other
universities, institutions, and/or facilities.

2)  The Laboratory Animal Manager shall carry out appropriate quarantine and isolation procedures of the laboratory
animals.

3)  The Laboratory Animal Manager shall carry out acclimatization and training procedures for the laboratory animals’

new environment.

(Feeding and water supply)

Article 18

The Principal Investigator, Investigator, and Animal Technician shall carry out appropriate feeding and supply of water in
accordance with advice on the physiology, ecology, and behavior of the animals from the Director and Laboratory

Animal Manager.

(Maintenance of health)

Article 19

The Principal Investigator, Investigator, and Animal Technician shall carry out appropriate maintenance of healthy
conditions for laboratory animals in accordance with advice from the Director and Laboratory Animal Manager to avoid

unexpected injuries, wounds, or infectious diseases.

(Breeding and housing of multiple species in the Facility)
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Article 20
The Director and Laboratory Animal Manager shall consider the balance and combination of the breeding and housing

location between multiple species.

(Preservation and reporting of animal records)

Article 21

1) Records of importation, breeding, and occurrences of infectious disease should be reported by the Laboratory
Animal Manager, Principal Investigator, Investigator, and Animal Technician and be preserved by the Director.

2)  The Director shall report the number of species and animals to the President once every year.

(Transfer of laboratory animals)

Article 22

To ship animals to other universities, institutions, or facilities, the Principal Investigator and Investigator shall submit
documents describing care, management, and microbiologic quality to the Director and Laboratory Animal Manager.
The Principal Investigator and Investigator shall provide descriptions of these matters to the responsible person (e.g.

Director) within the recipient institution.

(Transport)

Article 23

To ship animals to other universities, institutions, or facilities, the Principal Investigator and Investigator shall keep
animals under healthy conditions and avoid any hazards to humans in accordance with the Standards Relating. The

Director and Laboratory Animal Manager shall support the process and procedure.

Chapter 6 Safety Management

(Hazard prevention)

Article 24

1)  The Director shall provide the procedures and methods for capture of escaped animals.

2)  Ifescaped animals are potentially hazardous to humans, society, or the natural environment, the President must
contact government— and public—affiliated agencies immediately.

3)  The Director, Laboratory Animal Manager, Principal Investigator, and Animal Technician shall immediately protect
any transmission of infectious diseases and injuries from laboratory animals.

4)  The Director shall prevent individuals in the general public from being involved in any care and use of laboratory

animals.

(Disposal of waste materials)
Article 25

Carcasses of euthanized animals shall be cremated, and laboratory wastes shall be disposed of properly.

(Dealing with emergencies)

Article 26

1) The Director shall generate emergency manuals (e.g., for earthquakes or fire) and communicate their contents to
the responsible persons in advance.

2) In an emergency, the Director shall strive to protect laboratory animals and avoid possible hazards from escaped

animals.
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Chapter 7 Education and Training

(Education and training)

Article 27

1) The required education and training program shall be provided to the Principal Investigator, Investigator, and
Animal Technician before the animal experiment protocol is performed.

2) Attendance of symposia, seminars, and meetings may be accepted as an alternative way of educating and training
the Laboratory Animal Manager.

3) The contents of education and training programs for animal experiments are based on “Points of

education—and-training implementation in animal experiments”.

(Preservation of education and training records)
Article 28
The Director shall make a record and retain the name of the attendee, the date, content, and the name of the instructor

for each education and training program.

Chapter 8 Other

(Self-inspections and self-assessments)

Article 29

1)  The President shall order the IACUC to conduct periodic self-inspections and self-assessments to determine
whether the experiments comply with the Standards Relating. The IACUC shall report the results of
self-inspections and self-assessments to the President.

2)  The IACUC may order the Director, Laboratory Animal Manager, Principal Investigator, Investigator, and Animal
Technician to disclose documents for the self-inspections and self-assessments.

3)  The President shall endeavor to have an uninterested (third) party evaluate the results of self-inspections and

self-assessments.

(Disclosure)

Article 30

As an annual report, the President shall disclose the information related to animal experiments, in—house regulation, care
and management of laboratory animals, and self-inspections and self-assessments with their results in printed form or by

internet website, once every year.
(Other)
Article 31

If required, additional Acts shall be provided separately by the President.

(Supplementary provision)

This regulation is revised partially on June 27, 2012.

No reproduction or republication. All rights reserved.
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Animal Experiment Protocol (Form1)

[Form 1]

(

Animal Experiment Protocol

o New application o Continued application Approval number: )
Date (YYMM/DD)

Principal Investigator for animal experiment

Representative Investigator (indicate names of subinvestigators on last page of this application)

Department - Title + Name . . kseal
Phone (extension number) e-mail

Department * Title * Name . . kseal
Phone (extension number) e-mail

Do you have experience with animal expenments? ............cocooiiiiic i o Yes o No
Did you attend our seminar for education and training on animal experiments and laboratory animals for
investigators and animal technicians? ........ ..o e .20 YESY o No

*If Yes, when did you attend it? (YY/MM/DD

o We have sufficient understanding of our in-house regulations “Regulations for the Management of
Laboratory Animals in Fujita Health University”

o When we finish our animal experiments, we will submit a report in compliance with the in-house regulations

o (New application) We assure that we will not change the animal experiment protocol after we receive an
approval number

o (New application) This application relates to other animal experiment protocols

(Approval number: )
o (Continued application) This application exactly follows the contents of the experimental protocol
(Approval number: )

Research title
(Describe the objective, need for an animal experiment, and the expected social
contributions of the obtained results)
Research aim
Period of this protocol | (Until March 31st of every year) (YY/MM/DD) 103131
0 Testing and research
o We evaluated the need for an animal experiment by searching the following database:
TTe o arana o PubMed o Other (give details):
\df an;ma Reasons why an animal experiment is necessary (specific details):
L o No altemative method exists
o Sensitivity and precision of altemative methods are insufficient
o Cther (give detailed reasons):
1
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[Form 1]

0 Education and training
o We will be educated by oral lecture, video, DVD, or other means before using

animals
o Other:

o Cther (provide details):

2 Laboratory animals
(If vou use two or
more species or two

How will you obtain laboratory animals? Circle your choice of answer from (1) - (3).
(1) Purchase: from which company will you purchase the animals?

n Charles River Japan o Clea Japan, Inc. o Japan SLC, Inc. o Other ( )
After you obtain the animals, do you have a breeding plan?.............o Yes* o No

*If Yes, fill out (3)
(2) Receiving: will you prepare Health Reports from a slnlpphex’> .oYes oNo
Will you apply for genetically modified animals? ......... v Yes o No
After you receive the animals, do you have a breeding plan? .......0 Yes* o No

*If Yes, fill out (3)

(3) In-house breeding (size of nucleus colony for maintaining strain[s] and production
colony for performing animal experiment([s] and number of cages)

or more starting ages, Appropriate size:
complete application
forms 1 and 2 for each | Genetic control: o Inbreed o Cutbreed 0 Genetically modified animals
case) o Other ( )
Microbiologic control: o Germdree o SPF oCV o Other( )
Other specifications:
Laboratory animal species: o Mouse o Rat o Guinea pig o Rabbit
o Cther (
Strain:
Starting age: oDays oWeeks oMonthsofage (or body weight gram - Kg)
Total number (except in-house bred): Number & Q
1) Will you use chemical risk factors? ................. .o Yes® oNo
“If Yes, what will you use? o Carc:nugen 0 Other (drug name)
2) Will you use biologic risk factors? ........ .o Yes* o No

3 Physical, chemical,
and biologic risk
factors, use of
genetically engineered
animals, narcotics, or
psychotropics

*If Yes, will you apply the Animal Expenment Protocol for an infection study?

.o Yes o No

3) Will you use genetically modified animals for your study? ..............0 Yes* o No
“If Yes, will you submit the form to the biosafety committee of our University?

..o0Yes oNo

o Yes* o No

4) Will you use narcotics or psychotropics for your study? ..................
“If Yes:.
o Narcotics (e.g., ketamine)
Do you understand the “Narcotics and Psychotmpm Control Law” and are you
a licensed narcotics researcher? .. . ..o0Yes o No

o Psychotropics (e.g., pentobarbital sodium)
Do you understand the "Narcotics and Psychotropics Control Law™?
Willyou prepare a notebook to document dates and amounts of psychotropics
used? ............. ..0Yes oNo

5) Other

48




[Form 1]

4 Location where the
animal experiment will
be performed

Will you handle animals? ...........covvceiieiiiin e e e 000 YES o No
Location for performing the animal experiment
o Education and Research Center for Animal Models of Human Diseases
(including 3F, 4F, or 5F animal rooms)

o Laboratory (including 3F, 4F, and 5F rooms) o Embryo manipulation room

o Physiologic room o Animal room (Only permitied techniques)

o Other (room name and number) )
o Cther laboratory room (room name and number):

In other laboratory rooms, do you have measures in plaoe to prevent anlmals escaplng'?

Approval number of laboratory room for animal experiments*:
*If you keep a live animal(s) less than 24 hours, submit a form for the use of an animal
room

Will you care for and manage laboratory animals? ............c.coveeennens o Yes o No
Location of care and management of laboratory animals
o Education and Research Center for Animal Models of Human Diseases
(including 3F, 4F, or SF rooms)
o How ko care forand o SPF animal room o Clean animal room (including Tg animal room)
n‘ﬁ_na;l:e taboratory 1 CV animal room
amas o Animal room (3F, 4F, or 5F) o Animal room for P2 infection experiments
o Cther (provide details):
Approval number of laboratory animal room*:
*If you keep a live animal(s) longer than 24 hours, submit an application form for the
animal room
Treatments administered to laboratory animals SOAN
Category
1) Will you use disease animal models (spontaneous, genetically modified, or | ( )
induced)?
o Spontaneous (disease name):
o Genetically modified (disease name):
o Induced (disease name):
o We will not use disease animal models
6 Specific
experimenta] 2) Will you restrain or constrain animals? ( )
procedures with .ee.....00 Yes: 0 Restraint o Constraint o No
laboratory animals WII you measure body wenght’? o Yes oNo
Will you make an ear punch to ldentrfy the antrnals’? ..oYes oNo
See th i It
aee:ord;m;t QS%ESSW Have you already leamed and mastered these technlque(s)"
categor N s ; Y .0 Yes o
o
3) Do you plan to administer a drug to laboratory animals? ( )
.0 Yes o No
Have you trained in how to administer drugs to Iaboratory animals?
..o Yes o No
Have you specll' ied a techmque(s) to administer dir rugs to laboratory
animals?
.0 Yes o No
Route of drug adrnlmstratlon o Oral admmlslrauon
o Subcutaneous injection o Endodermic injection
o Intramuscular injection o Intraperitoneal injection
0 Intravascular injection o Cther ( )
Injection volume per one time: mL

3
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[Form 1]

Frequency of drug administration: time(s)/ per o day o week

o month
Could animals experience pain caused by administration of the drug?
*If Yes, describe the method of pain relief
4) Do you plan to conduct load testlng of laboratnry animals? (
. ...0Yes 0 No
How you Wl" perform Ioadlng
5) Food and drinking water restrictions (
(1) Will you restrict food? ........cooceiviiiiiii e cveen 0 YeS© oNo
*If Yes, describe the scientific rationale:
Do you plan to feed a minimum amount of food?
TR P P 1 b (- o No*
* If No, describe reasons:
(2) Will you restrict drinking water? .. a0 YeS® oNo
*If Yes, describe the scientific ratlonale
Do you plan to provide a minimum amount of water?
S B PRSPURISAPRANITPPITI, | '~ - o No*
#If No, describe reasons:
Will you monitor the state of dehydration? ............ ........¢0 Yes* o No*

* If Yes, describe the method of monitoring
o Physiologic and behavioral indices will be observed
o Body weight and other parameters will be measured
o Other

*If No, describe reasons:

6) Will you obtain samples from laboratory animals under anesthesia (except | (

postmortem samples)? ..... .oYes oNo
Have you leamed how to obtain samples from Iaboratory animals?
..oYes o No
7) Do you plan to collect blood? ... .oYes oNo | (
Have you trained in how to collect blood from Iaboratory animals?
..oYes oNo
From which part of the body will you collect blood?:
oTailvein oEarvein oHeat oOther( )
Volume of blood collected per one time: mL

Frequency of blood collection  time(s)/per oday oweek o©month
Could animals experience pain dunng the collection of blood?

..oYes o No
Me‘thod of paln rellef
8) Will you perform transplantations, operatlons (surglcal prooedures) or (
other medical treatments .. . .0 Yes* o No
* If Yes, fill out application forms 1 to 3
9) Cther (describe details): (
7 ?ﬂe;ﬁt& OI pa_in o No measures will be implemented because pain is expected to be mild
! SRl o1 No particular problems are thought to exist because restraint and constraint are of
relief) for laboratory hioft dursth
animals SO OUTETH

n Anesthetics and analgesic will be used (drug name):
o Pain alleviation method that allows the scientific objective to be achieved is not

4
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[Form 1]

currently available.
(reasons):
o A humane endpoint will be applied
(endpoint determination):
0 Long-temn restraint and constraint are unavoidable
(reasons:)
Describe pain alleviation method:
o Cther ( )
8 Euthanasia Have you learned how to perform euthanasia procedures already? ......o Yes 1 Mo
procedures for Procedure selected
laboratory animals 0 Overdose of an anesthetic (drug name):
o Inhalation of carbon dioxide o Cervical dislocation o Other (
9 Disposal of Do you plan to bring animal carcasses (bodles after dea1h) toa s.peclf'ed freezer (the
laboratory animal carcasses will be cremated)? ............... : .0 Yes o No*
carcasses *If No, describe the reason:
Under which category is your animal experiment protocol classified?
oA oB oC oD oE
10 Classification of Category A: Experiments involving the use of no living materials, plants, bacteria,

animal experiment
protocol according to
Scientists Center for
Animal Welfare

(SCAW) Category

protozoa, or invertebrate animal species

Category B: Experiments involving the use of vertebrate animal species that are
expected to produce little or no discomfort

Category C: Experiments involving the use of vertebrate animal species that are
expected to produce some minor stress or pain (short-duration pain)

Category D: Experiments involving the use of vertebrate animal species that are
expected to produce significant but unavoidable stress or pain

Category E: Procedures that inflict severe pain at or over the pain tolerance threshold in
unanesthetized, conscious vertebrate animals

Date of deliberation by the Institutional Animal Care and Use Committees (IACUC) (YY/MM/DD)

o Permitted

Comments (If needed)

Chaimperson of IACUC

o Not permitted

Reply from Principal Investigator or Representative Investigator to IACUC (If needed)

Date (YY/MM/DD)

Fujita Health University President

o Approved

]
D
o

Approval number:

o Not approved
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[Form 1]

Principal Investigator for animal experiment
Department + Title - Name

Phone (extension number) e-mail
Representative Investigator
Department - Title - Name g keal
Phone (extension number) e-mail
Research Title
Subinvestigator Subinvestigator
Name keal Name [seal
Department Depariment
Title Title
Position Position
Phone (extension number) Phone (extension number)
e-mail e-mail

Attendance at seminar for education and training on
animal experiments and laboratory animals

Attendance at seminar for education and training on
animal experiments and laboratory animals

oYes (YYMM/DD) oNo |oYes (YYMMDD) o No
Subinvestigator Subinvestigator
Name keal Name [seal
Department Department
Tile Tile
Position Position
Phone (extension number) Phone (extension number)
e-mail e-mail

Aftendance at seminar for education and training on
animal experiments and laboratory animals

Attendance at seminar for education and training on
animal experiments and laboratory animals

o Yes (YYMM/DD) 1 No 0 Yes (YYMM/DD) 1 Noo
Subinvestigator Subinvestigator

Name keal Name ez
Department Department

Title Title

Paosition Position

Phone (extension number) Phone (extension number)

e-mail e-mail

Aftendance at seminar for education and training
about animal experiments and laboratory animals

Attendance at seminar for education and training about
animal experiments and laboratory animals

o Yes (YYMM/DD) 11 No 0 Yes (YYMM/DD) 1 No
Subinvestigator Subinvestigator

Name Eeal Name Sea
Department Department

Title Title

Position Position

Phone (extension number) Phone (extension number)

e-mail e-mail

Attendance at seminar for education and training on
animal experiments and laboratory animals

oYes (YYMM/DD) o No

Attendance at seminar for education and training on
animal experiments and laboratory animals

oYes (YYMM/DD) o No
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Animal Experiment Protocol Transplantation Operation (Form1-B)

[Form 1-B]

Representative Investigator Department + Title - Name

Principal Investigator Department - Title - Name

o Transplantation of cells (to which partfissue?) :
o Transplantation of embryos (to which partfissue?):
o Transplantation of bone
o Retention of catheter or pump
o Cannulation (to which part/tissue?) :
o Inducing trauma (to which partftissue?) :
0 Iradiation by X-ray
olmaging

Research Titlle
s SCAW
Methodology of surgical treatments Calegory
(1) Do you plan to conduct major surgery (including wound suturing) in your
experimental protocol? ............coeveeeeeeeieieeecee e o Yes oNo | ( )
Type of majorsurgery: o Laparotomy o Thoracotormy
o Craniotomy o Transplantation o Other
Details of major surgery:
Do you have sufficient experience with and knovdedge of major surgery in
laboratory animals? ......... . .oYes o No*
*If no, Wl" you carry out major surgery under the guidance of a
specialist who has sufficient experience and knowledge?
veerewe.0 YeS o No*
*Ifno, descnbe your methodology
Will you disinfect and sterilize equipment and matenals for surgery?
.0 Yes o No
Will you use as.ephc techmques dunng mapr s‘.urgery""I
............................................... o Yes o No
Will you use anesthesia?
.................. o Yes (anesthetic name): oNo
Will you use analgesic procedures?
................... o Yes (analgesic name): oNo
Will you use fluid infusion? ............cocovveviiiiinnne. o Yes o No
Will you maintain wamth? ..............coceivene..o Yes oNo
S Transplantation, Will you surgically expose the alimentary tract, etc.?
operations (surgical | T L o 'Yes* o No
procedures), and *If yes,
other medical Will immune function be reduced?.................. o Yes o No
treatments Will antibiotics be administered? ...................0 Yes o No*
*If no, describe reasons:
Will postsurgical management ococur? ...................... o Yes o No
(2) Do you plan to perform wound suturing or minor surgery?
....................................... .0 Yes* oNo | ( )
*If yes, o Wound suturing only
o Minor surgery (describe details):
Will you disinfect and sterilize equipment and materials for
SUMGETY ? st ssesss s nrs st ssassssssss e o Yes o No
Will you use asephc techmques dunng major surgery"
I .oYes o No
\MII you use anesthesna’?
- .0 Yes (anesthetic name): o No
\MII you use analgesnc procedures?
o Yes (analgesic name): oNo
Will postsurgical management occur? ..... .......0 Yes o No
(3) Do you plan to perform ather surgical procedures?
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[Form 1-B]

o Immunosuppression
r Destruction of function

o Other (provide details):
Anesthesia...................00 Yes (anesthetic name): o No
Analgesic procedure....... Yes (analgesic name): oNo
Will postsurgical management occur? .............. o Yes o No

54




Letter of Acceptance for Laboratory Animal Transfer (Form12)

[Form12]

Letter of Acceptance for Laboratory Animal Transfer

1) Shipping animals
Spices:
Strain Name:
Character (foreign gene(s) in genetically modified animals, disease progression etc.):

2) Transferor

® Principal Investigator
Name:
Printed Signature
Title:
Date (DDMM/YY):
Institution, Department:
Street Address, Zip Code, Country:
Phone:
e-mail:

® Animal Experiment Protocol
Research Title:
Approval Number:

® Protocol using for genetically modified animals
Research Title:
Approval Number:

® Animal Facility
Director's Name:
Printed Signature
Title:
Date DDMM/YY):
Institution, Department:
Street Address, Zip Code, Country:
Phone:
e-mail:

(Continued to next page)
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[Form12]

3) Recipient

Principal Investigator
Name:
Printed Signature
Title:
Date (DDMM/YY):
Institution, Department:
Street Address, Zip Code, Country:
Phone:
e-mail:

Animal Experiment Protocol
Research Title:
Approval Number:

Protocol using for genetically modified animals
Research Title:
Approval Number:

Animal Facility
Director's Name:
Printed Signature
Title:
Date (DDMM/YY):
Institution, Department:
Street Address, Zip Code, Country:
Phone:
e-mail:

272
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Rodent Transfer Report (Form13)

Rodent Transfer Report (Version 2)

Education and Research Center of Animal Models for Human Diseases
-FUJITA HEALTH UNIVERSITY-

Request for Animal Health Information for Rodent Importation

A. Species, strain and/or genotype of animals to be distributed

cknock out ocknock in  Oiransgenic Ospontaneous mutant Oimmunodeficiency
1. Health Report (microbiological examination report)
B. Which animals are you describing in this health report?

0 All animals in the facility

0 Only animals in the room where the animals to be distributed are currently housed

C. What kind of microbial pathogens are monitored? Please put marks into the list below.

0 Mice

o Mouse hepatitis virus (MHV)

0 Sendai virus (HVI)

o Ectromelia virus

o Lymphoeytic chromeningitis virus (LCMV)

0 Mycoplasma pulmonis

o Clostridium piliforme (Tyzzer's organism)

o Corynebacterium kutscheri

o Salmonella spp.

0 Pasteurella pneumotropica

o Citrobacter rodentium

0 Eeto parasites ( 0 Fur mites, 0 other)

o Endo parasites ( 0 Protozoa, o Pinworm)

cRats

o Sialodacryoadenitis virus (SDAV)

0 Sendai virus (HVI)

o Mycoplasma pulmonis

0 Clostridium piliforme (Tyzzer’s organism)

o Hanta virus

o Corynebacterium kutscheri

o Salmonella spp.

o Pasteurella pneumotropica

0 Streptococcus pneumoniae

0 Bordetella bronchiseptica

0 Eeto parasites ( 0 Fur mites, 0 other)

o Endo parasites ( 0 Protozoa, o Pinworm)

If you have other pathogens to be monitored, please describe.

(Continued to next page)
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D.  How often your microbiologic monitoring is performed?
0 12 times / year
0 4 times / year
0 less than 4 times / year
o Other

* If you have other patterns of frequency, please describe.

E. What kind of animals do you select as the monitoring subject?
O Sentinel animals

{housed in osame cage, osame rack, Osame room, Osame area of the animals to be distributed)
Please describe the detailed procedure and period of monitoring.

0 Random sampling animals

(housed in osame cage, Osame rack, Osame room, O same area of the animals to be distributed)
Please describe the detailed procedure and period of monitoring.

2. Housing Conditions

F. Do you have any positive result(s) of viral, bacterial, or parasitological monitoring test somewhere in the
current facility in last 12 months? o Yes o0 No

If yes. please describe details.

G. Do you have any positive resull(s) of viral, bacterial, or parasitological monitoring test in the current room
with the animals to be distributed in last 12 months? o©Yes o0 No
If yes, please describe details.

H. Do you have a quarantine program for imported rodents from the university or institute (except reliable
commercial breeder e.g.: Charles River Laboratories)? ©Yes 0 No

If yes, please describe a brief summary or provide a copy of standard operating procedure for your health
monitoring program.

If no, please describe the reason why you do not have a quarantine program.
o All rodents are cleaned by the fertilized egg method before bringing to the breeding room.
o Current facility has a place to quarantine with a method other than the above (Please describe detailed
procedure below).

{Continued to next page)
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L. Do you keep animals to be distributed in the same room with other animals obtained from other university or
institute (except reliable breeders)?

nYes 0 No

3. Animals to be distributed

J. Please select current housing conditions of animals to be distributed
o Barrier-SPF
(e.g.: air-conditioning system with a high-performance filter, use of sterilized apparatus and materials,
use of completely sterilized boots, mask and gown, restricted access)
0 Quasi-SPF
(e.g.: air-conditioning system with a high-performance filter, use of sterilized apparatus and materials,
with clean lab coat, restricted access)
0 Conventional (¢.g.: use of unsterilized apparatus and materials, open cages, non-restricted access)
0 Other (Please describe details.)

K. Please mark the current usage of clean apparatus for the rodents to be distributed.
o Micro isolator cage
o Filter top cage
0 Clean rack
0 One-way air flow system
0 Other (Please describe below)

L. Do you sterilize apparatus and materials (including food, water, and wooden chips) by using appropriate
sterilization agent and equipment in the current facility?
0 Yes 0No

M. Do you keep other species in the same room in the current room?
0 Yes 0No

N. Do you breed other species in the same room in the current room?
0Yes 0ONo

3. If you have any comment about animals to be distributed, please describe below.

(Continued to next page)
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— ]
Name and signature of the respondent
1. Name of the responsible staff

Printed Sienature

TEL

FAX

E-mail

2. Name of the facility director

Printed Signature

TEL

FAX

E-mail

3. Date of this report
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Rodent Health Report

Rodent Health Report (Mouse)
Education and Research Center of Animal Models for Human Diseases
-FUJITA HEALTH UNIVERSITY-

INSTITUTION:

ADDRESS:

CONTACT NAME:

PHONE:

FAX:

E-MAIL:

WING / ROOM NO.:

SPECIES: MOUCE

SENTINELS (STRAIN / AGE /SEX / NO. ANIM):

Report Results

Date examined

g DD-MM-YY | DD-MM-YY | DD-MM-YY DD-MM-YY

Mouse hepatitis virus (MHV)

Sendai virus (HVJ)

Ectromelia virus

Lymphocytic chromeningitis virus
(LCMY)

Mycoplasma pulmonis

Clostridium piliforme (Tyzzer's
organism)

>Agglutination test

Corynebacterium kutscheri

Salmonella typhimurium

Bacteriology
>Tracheal swab

Pasteurella pneumotropica

>Cecal contents

Salmonella spp

Citrobacter rodentium

Parasitology
>Ectoparasites

Fur mites

>Endoparasites

Protozoa: Spironucleus muris

Giardia muris

Tritrichomonas mutis

Pinworm: Syphacia spp

Aspiculuris tetraptera

Notes: *i No. positive / No. examined, *2 NT = Not tested

Signature Date (DD-MM-YY)
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Rodent Health Report (Rat)
Education and Research Center of Animal Models for Human Diseases
-FUJITA HEALTH UNIVERSITY-

INSTITUTION:

ADDRESS:

CONTACT NAME:

PHONE:

FAX:

E-MAIL:

WING / ROOM NO.:

SPECIES: Rat

SENTINELS (STRAIN / AGE /SEX / NO. ANIM):

Report Results

Date examined

g DD-MM-YY | DD-MM-YY | DD-MM-YY DD-MM-YY

Sialodacryoadenitis virus (SDAV)

Sendai virus (HVJ)

Mycoplasma pulmonis

Clostridium piliforme
(Tyzzer's organism)

Hanta virus

=Agglutination test

Corynebacterium kutscheri

Salmonella typhimurium

Bacteriology
>Tracheal swab

Pasteurella pneumotropica

Streptococcus pneumoniae

Bordetella bronchiseptica

>Cecal contents

Saimonella spp

Citrobacter rodentium

Parasitology
>Ectoparasites

Fur mites

>Endoparasites

Protozoa: Spironucleus muris

Giardia mutis

Tritrichomonas muris

Pinworm: Syphacia spp

Aspiculuris tetraptera

Notes: "1 No. positive / No. examined, *: NT = Not tested

Signature Date (DD-MM-YY)

62



Rodent Health program

Rodent health program (SPF1 area, Fujita Health University)

-husbandry practices

Procedures (caging, environmental control, feed/water, sanitation, animal identification,
special requirements e.g.) are established to ensure animals are bred, treated and
handled to meet certain health control requirement by Edueation and Research Center

of Animal Models for Human Diseases, Fujita Health University.

-PPE requirements

PPE (gloves, shoe covers, gowns, lab coats, masks and head covers) should be donned
when entering the animal facility.

PPE should be changed after becoming unclean or contaminated, and removed before

leaving the animal facility.

-types of hood used and whether all animal cages are opened only inside a hood
The hood is not used for animal cage opening in our facility because High Efficiency

Particulate Air Filter System is facilitated for the clean air flow in the entire room.

-type of racks and cages used (statie, PIV, open)
We have High Efficiency Particulate Air Filter System in the entire room and rack.

In the rack, cages are not covered by the filter lids.

-food (autoclaved, irradiated)

Irradiated lab chow diets are used.

-water source (autoclaved, irradiated, filtered)

Water is filtered before supplying.

-a description of the rodent health surveillance program (sentinels used, frequency of
testing, frequency of replacement, testing done)

Microbiological monitoring is performed 4 timesfyear (every 8 months).

A sentinel animal is located per 2-3 racks.

Bedding from each cage is transferred into the cage with a sentinel animal.
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Following microbial pathogens are examined in the mouse.

m Mouse hepatitis virus (MHV)

m Sendai virus (HVI)

m Ectromelia virus

m Lymphocytic chromeningitis virus (LCMYV)

m Mycoplasma pulmonis

m Clostridium piliforme (Tyzzer’s organism)

m Corynebacterium kutscheri

m Salmonella spp.

m Pasteurella pneumotropica

m Citrobacter rodentium

m Ecto parasites ( m Fur mites, m other)

m Endo parasites ( m Protozoa, m Pinworm)

Name of the facility director

Printed Signature
TEL +8] -5 Q- sk
FAX +81 -RR Q-3 ek
E-mail Aok @ fugita-hu.ac.jp
Date
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