　Self-Assessment Report　　　　　　　　　　　　　　　　　　　　　　　Applicant's name：

	Requirements of the Basic Policy of the Ministry of Health, Labor and Welfare 
	Fill in

	organizationn
	・Director of the institution is clearly defined.

	Article

2.1
	1 Name of “Director of the institution”：

2 Title of “Director of the institution”：

	institutional guidelines
	1.Institutional guidelines concerning "Methods for the maintenance and management of animal experimentation facilities" are formulated by the director of the institution   based on the following laws and regulations.
(1)Act Concerning Humane Treatment and Management of Animals
(2)Standards for Care and Management of Laboratory Animals and Alleviation of Pain
(3)Basic Policy on Animal Experimentation of the Ministry of Health, Labor and Welfare, etc. 等
(4)Other relevant laws and regulations concerning animal experimentation
	Article2.1
	1．Are institutional guidelines concerning "Methods for the maintenance and management of animal experimentation facilities" formulated by the director of the institution based on the laws and regulations shown in the left column?

：Yes/No
In case of "No", please specify the reason(s), if any.

	
	2.Institutional guidelines concerning "Methods for proper conduct of animal experiments, etc." are formulated by the director of the institution based on the following laws and regulations.
(1)Act Concerning Humane Treatment and Management of Animals
(2)Standards for Care and Management of Laboratory Animals and Alleviation of Pain
(3)Basic Policy on Animal Experimentation of the Ministry of Health, Labor and Welfare
(4)Other relevant laws and regulations concerning animal experimentation
	
	2．Are institutional guidelines concerning "Methods for proper conduct of animal experiments, etc." formulated by the director of the institution based on the laws and regulations shown in the left column?

：Yes/No
In case of "No", please specify the reason(s), if any.

	protocols 
	1.Animal experiment protocols are formulated by the principal investigator.
	Article

3.1
	1.Are all the animal experiment protocols formulated by the principal investigator? 
：Yes/No
　In case of "No", please specify the reason(s), if any.

	
	2.The director of the institution have the principal investigator submit animal experiment protocols prior to the start of the animal experiments.


	Article

2.4
	2.Do the principal investigator submit animal experiment protocols to the director of the institution prior to the start of the animal experiments?
:Yes/No  
In case of "No", please specify the reason(s), if any.

	
	1.The director of the institution approves or rejects the submitted animal experiment protocols after the review by the Institutional Animal Care and Use Committee prior to the start of the animal experiments and related activities.
	Article

2.4　&3.1
	3.Does the director of the institution approve or reject all the submitted animal experiment protocols?

:Yes/No  
In case of "No", please specify the reason(s), if any.

	implementation
	1.In the planning and implementation of animal experiments, consideration is given to the proper use of laboratory animals by replacing laboratory animals with materials where possible.
	Article

5.1
	1.Are alternative methods described in the protocols?

Yes/No  
In case of "No", please specify the reason(s), if any.

	
	2.The principal investigators prepare and implement animal experiments based on the following items.

(1) Selection of laboratory animal species suitable for the purpose of the animal experiment
(2) Number of laboratory animals which will determine the accuracy and reproducibility of the results of the animal experiment
(3) Genetic and microbiological quality, and the rearing conditions
	
	2.Are animal species, strains, numbers used, and genetic/microbiological control levels described in the protocols? 

Yes/No  
In case of "No", please specify the reason(s), if any.

	
	3.In the animal experiments, methods are employed which cause as little pain and distress as possible to the laboratory animals, while still allowing attainment of the scientific objectives, based on the following laws and regulations.
(1)Act Concerning Humane Treatment and Management of Animals
(2)Standards for Care and Management of Laboratory Animals and Alleviation of Pain
(3)Guidelines on the Methods for Animal Euthanasia
	
	3.Are pain assessment (category, etc.), methods for alleviation/exclusion of pain imposed on animals, and methods for euthanasia of animals described in the protocols?
Yes/No  
In case of "No", please specify the reason(s), if any.

	
	4.Animal experiments and related activities are carried out using properly maintained and managed facilities and equipment.

(See "Animal rearing and animal holding" for facilities and equipment.)

	
	4.Are the laboratories for performing experimental procedures on animals or analyzing physiological functions etc. managed in consideration of the following items? 

(A) The laboratories are kept hygienically clean and well-organized.
(B) The laboratories have structures and equipment suited for the objectives and procedures of the experiments. 
(C) When conducting experimental procedures etc. in the animal housing rooms, the staff reduce adverse effects on other animals in the same room as much as possible. (Reduction of anxiety imposed on monkeys etc.)
Yes/No  
In case of "No", please specify the reason(s), if any.

	1. result sof implementation
	2. 試験終了後、動物実験責任者から実施機関の長に動物実験計画の実施結果が報告されていること。
After the completion of the experiment, the results of the animal experiments performed according to the protocol are reported from the principal investigator to the director of the institution.

	Article

2.1第3.2
	1.全ての動物実験計画の実施結果が、実験終了後、実施機関の長に報告されています

か？：はい/いいえ「いいえ」の場合、理由等があれば書いてください。：

Are the results of all the animal experiments reported to the director of the institution after the experiment is completed?　
Yes/No  
In case of "No", please specify the reason(s), if any.

	
	2.After the completion of the experiment, the director of the institution receives a report on the results of the implementation of the protocol from the principal investigator, and takes appropriate remedial measures for the implementation of proper animal experiments, etc. as necessary.

	Article

2.5
	2.Does the director of the institution receive reports from the principal investigator and take appropriate remedial measures for the implementation of proper animal experiments, etc. as necessary?
Yes/No  
In case of "No", please specify the reason(s), if any.

	動物実験委員会the institutional animal care and use committee
	1.The director of the institution establishes the Institutional Animal Care and Use Committee.

	Article

2.3
	1.Is the Institutional Animal Care and Use Committee established by the director of the institution?　
Yes/No  
In case of "No", please specify the reason(s), if any.

	
	2.委員は実施機関の長により以下の者から任命されていること。

   　(1) 動物実験等に関して優れた識見を有する者
  　 (2) 実験動物に関して優れた識見を有する者
 　(3) その他学識経験を有する者
The committee members are appointed by the director of the institution, with consideration given to include the following individuals：

(1) Individuals with excellent knowledge and experience regarding animal experiments and related activities. 
(2) Individuals with excellent knowledge and experience regarding laboratory animals.
(3) Individuals with scholarship and experience.
	Article

4.2
	委員は機関の長により左欄に掲げる者から任命されていますか？：はい/いいえ

「いいえ」の場合、理由等があれば書いてください。：

Are the committee members appointed by the director of the institution, with consideration given to include the individuals listed in the left column?
Yes/No  
In case of "No", please specify the reason(s), if any.

	
	3.動物実験委員会は、実施機関の長の諮問を受け、動物実験計画が (1)厚労省基本指針等
　 　(2)機関内規程　等

　に適合しているか否かの審査を行っていること。

Upon requests from the director of the institution, the Institutional Animal Care and Use Committee reviews  the protocols to determine whether they comply with
(1) The Basic Policy on Animal Experimentation of the Ministry of Health, Labor and Welfare

(2) Institutional guidelines, etc. 

	Article

2.1第4.1
	3.Does the Institutional Animal Care and Use Committee review the protocols to determine whether they comply with the (1) and (2) in the left column upon requests from the director of the institution?　 Specifically, does the Institutional Animal Care and Use Committee review the protocols to determine whether they comply with the following items 1 to 3?　
Yes/No  
In case of "No", please specify the reason(s), if any.
1. In the planning and implementation of animal experiments, consideration is given to the proper use of laboratory animals by replacing laboratory animals with other research materials where possible.
2. The principal investigators prepare the protocols and properly perform the animal experiments, based on the following items:

(1) Selection of laboratory animal species suited for the purpose of the animal experiments

(2) The number of laboratory animals which will determine the accuracy and reproducibility of the results of the animal experiments
(3) The genetic and microbiological quality, and the rearing conditions
3.In the animal experiments, methods are employed which cause as little pain and distress as possible to the laboratory animals, while still allowing attainment of the scientific objectives, based on the following laws and regulations.

(1) Act Concerning Humane Treatment and Management of Animals

(2) Standards for Care and Management of Laboratory Animals and Alleviation of Pain

(3) Guidelines on the Methods for Animal Euthanasia

	
	4.動物実験委員会は、第3項の審査結果を実施機関の長に報告していること。

The Institutional Animal Care and Use Committee reports the results of the protocol reviews described under the paragraph 3 to the director of the institution.
	
	4.動物実験委員会は、動物実験計画書の審査結果を実施機関の長に報告しています

か？：はい/いいえ　「いいえ」の場合、理由等があれば書いてください。：

Does the Institutional Animal Care and Use Committee report the results of the protocol reviews to the director of the institution?
Yes/No  
In case of "No", please specify the reason(s), if any.

	
	5.動物実験委員会は、実施機関の長から動物実験計画の実施結果の報告を受けていること。

The Institutional Animal Care and Use Committee receives reports on the results of the implementation of the animal experiments from the director of the institution.
	
	5.動物実験委員会は、実施機関の長から動物実験計画の実施結果の報告を受けていま

すか？：はい/いいえ　「いいえ」の場合、理由等があれば書いてください。：

Does the Institutional Animal Care and Use Committee receive reports on the results of the implementation of the animal experiments from the director of the institution?
 Yes/No 
 In case of "No", please specify the reason(s), if any.

	
	6.動物実験委員会は、第5項の報告を受け、必要な助言を行っていること。

The Institutional Animal Care and Use Committee receives the reports described in the paragraph 5, and provides necessary advice to the principal investigator.

	
	6.動物実験委員会は、前項の報告を受け、必要な助言を行なっていますか？：

はい/いいえ　「いいえ」の場合、理由等があれば書いてください。：

Does the Institutional Animal Care and Use Committee receive the reports described in the paragraph 5, and provide necessary advice to the principal investigator?　
Yes/No  
In case of "No", please specify the reason(s), if any.

	安全管理safety
Management
	1.物理的・化学的な材料、病原体又は遺伝子組換え生物等を用いる動物実験など、人および実験動物の安全・健康、周辺環境および生態系に影響を及ぼす可能性のある動物実験等を実施する場合は、関係法令等の規定および施設および設備の状況を踏まえた上で、以下のことに注意あるいは配慮すること。

(1) 動物実験実施者の安全確保および健康保持

(2) 施設周辺の公衆衛生、生活環境および生態系の保全上の支障の防止

(3) 飼育環境の汚染による実験動物への傷害防止
When animal experiments are to be conducted which involve physical or chemical agents, pathogens, or genetically modified organisms which may affect the safety or health of humans and laboratory animals, or the surrounding environment and the ecosystem, special attention must be paid to the following items based on the relevant laws and regulations, while still properly maintaining facilities and equipment in the institution.
(1) Safety and maintenance of the health of animal researchers
(2) Prevention of adverse effects on public health in the surrounding environment and the ecosystem around the facilities
(3) Prevention of injuries to laboratory animals due to contamination of the rearing environment


	Article

2.1第5.2
	1.特に注意を払う必要のある物理的・化学的な材料、病原体又は遺伝子組換え生物等を用いる動物実験など、人および実験動物の安全・健康、周辺環境および生態系に影響を及ぼす可能性のある動物実験等を実施する場合には、関係法令等の規定および施設並びに設備の状況を踏まえた上で、以下のことが配慮されていますか？：はい/いいえ　「いいえ」の場合、理由等があれば書いてください。：

(1) 動物実験実施者の安全確保および健康保持

(2) 施設周辺の公衆衛生、生活環境および生態系の保全上の支障の防止
(3) 飼育環境の汚染による実験動物への傷害防止

When animal experiments are to be conducted which involve physical or chemical agents, pathogens, or genetically modified organisms which may affect the safety or health of humans and laboratory animals, or the surrounding environment and the ecosystem, is special attention paid to the following items based on the relevant laws and regulations, while still properly maintaining facilities and equipment in the institution?
Yes/No  
In case of "No", please specify the reason(s), if any.

(1) Safety and maintenance of the health of animal researchers
(2) Prevention of adverse effects on public health in the surrounding environment and the ecosystem around the facilities
(3) Prevention of injuries to laboratory animals due to contamination of the rearing environment

	飼養保管Care and Management of Laboratory Animals
	・以下の法律等に従うほか、飼育環境の微生物制御等の科学的観点から、動物実験等に必要な飼養及び保管方法を踏まえ、飼養及び保管を適切に行なうこと。

　　(1)動物愛護管理法

　　(2)飼養保管基準

In addition to complying with the following laws and regulations, those involved in animal experimentation should properly rear and hold laboratory animals from the scientific point of view such as microbiological control of the rearing environment, based on the rearing and holding methods necessary for animal experiments, etc.
(1) Act Concerning Humane Treatment and Management of Animals
(2) Standards for Care and Management of Laboratory Animals and Alleviation of Pain
	Article

2.1第6
	1　実験動物種、日/月/年齢毎に適切な給餌・給水が行われていますか（実験等の目　

　的の達成に支障を及ぼさない範囲で）？：はい/いいえ「いいえ」の場合、理由等があれば書いてください。：
1 Are food and water supplied in a proper manner in accordance with animal species and ages (in days/months/years) (insofar as it does not interfere with the purpose of the experiments)?

Yes/No In case of "No", please specify the reason(s), if any.
2　実験動物の（実験目的以外の）傷害又は疾病の予防に必要な健康管理並びに（実

験等の目的の達成に支障を及ぼさない範囲で）傷害及び疾病の適切な治療が行われ

ていますか？：はい/いいえ　「いいえ」の場合、理由等があれば書いてください。：

2 Are proper measures taken to prevent injuries and/or disease in laboratory animals other than those relating to the purpose of the experiment, and to manage other necessary health control, and to treat injuries and disease (insofar as it does not interfere with the purpose of the experiments)?
Yes/No In case of "No", please specify the reason(s), if any.
3　実験動物導入時の検疫・馴化並びに隔離飼育等により、実験動物及び飼養者等の健康、安全の保持に努めていますか？：はい/いいえ　「いいえ」の場合、理由等があれば書いてください。：
3 Does the person in charge of laboratory animals conduct appropriate quarantine, acclimatization, isolation measures as required, and ensure that there is no damage to the health of investigators, caretakers or other laboratory animals at the time of introduction of laboratory animals into the facilities?
Yes/No In case of "No", please specify the reason(s), if any.
4　異種又は複数の実験動物の同一飼育施設内での飼養保管は、（実験等の目的の達成に支障を及ぼさない範囲で）その組み合わせを考慮した収容が行なわれていますか？：はい/いいえ　「いいえ」の場合、理由等があれば書いてください。：

When different animal species or more than one laboratory animals are kept in the same facilities, are proper measures taken to achieve a suitable combination of the animals (insofar as it does not interfere with the purpose of the experiments)? 
Yes/No In case of "No", please specify the reason(s), if any.
5　実験動物の輸送時には、実験動物の疲労及び苦痛をできるだけ軽減するために、

輸送時間、給餌・給水、換気、温度並びに異種動物間の区分を適切に行っています

か？：はい/いいえ　「いいえ」の場合、理由等があれば書いてください。：
In order to minimize fatigue and discomfort of the laboratory animals during transportation, are the measures taken to select the shortest possible time, to give proper food and water, to maintain proper ventilation and temperature, and to properly separate different animal species?
Yes/No In case of "No", please specify the reason(s), if any.
6　実験動物が、（実験等の目的の達成に支障を及ぼさない範囲で）日常的な行動を容易に行うことができる施設で飼養保管されていますか？：はい/いいえ

「いいえ」の場合、理由等があれば書いてください。：
Are the laboratory animals kept in the facilities where they can easily perform natural behavior (insofar as it does not interfere with the purpose of the experiments)?　
Yes/No In case of "No", please specify the reason(s), if any.
7　実験動物が、（実験等の目的の達成に支障を及ぼさない範囲で）過度のストレスがかからないよう、適切な温度、湿度、換気、明るさを保つことができる構造の施設で、飼養保管されていますか？：はい/いいえ　「いいえ」の場合、理由等があれば書いてください。：

Are the laboratory animals kept in the facilities that can maintain proper temperature, humidity, ventilation, and illumination intensity so that excessive stress is not inflicted on the laboratory animals (insofar as it does not interfere with the purpose of the experiments)? 
Yes/No In case of "No", please specify the reason(s), if any.
8　施設の天井、床、内壁および付属設備は、衛生状態の維持、管理が容易な構造とし、実験動物が、突起物、穴、くぼみ、斜面等により傷害等を受けるおそれのない構造となっていますか？：はい/いいえ

「いいえ」の場合、理由等があれば書いてください。：

Are the ceiling, floor, inner wall and attached equipment in the facilities structured so that sanitary conditions can be easily maintained and managed, and that the laboratory animals might not be injured by protrusions, holes, dents, slopes, etc.?
Yes/No In case of "No", please specify the reason(s), if any.
9　実験動物の逸走防止策の実施、逸走した場合の措置等があらかじめ定められていますか。：はい/いいえ

Are the measures taken to prevent laboratory animals escaping from the facilities where they are kept?
Yes/No In case of "No", please specify the reason(s), if any.
「いいえ」の場合、理由等があれば書いてください。：
10　実験動物の汚物の処理、微生物等による環境の汚染、悪臭・害虫の発生の防止、騒音の防止に配慮していますか？：はい/いいえ

「いいえ」の場合、理由等があれば書いてください。：
Are the measures taken to conserve the living environment by appropriate disposal of the feces and urine of laboratory animals; by keeping the facility clean to prevent pollution of the environment by microorganisms, and obnoxious odors and vermins; and by taking steps to prevent noise?
Yes/No In case of "No", please specify the reason(s), if any.
11実験動物が逸走しない施設および危険を伴うことなく作業ができる施設を整備していますか？：はい/いいえ

「いいえ」の場合、理由等があれば書いてください。：
Are the measures taken to prevent laboratory animals escaping from the facilities and for the staff to work without risk?
Yes/No In case of "No", please specify the reason(s), if any.
12　実験動物に由来する人の疾病の予防のための健康管理を行っていますか？：はい/いいえ 「いいえ」の場合、理由等があれば書いてください。：
Are the measures taken to prevent the staff from contracting diseases from laboratory animals in order to maintain their health?
Yes/No In case of "No", please specify the reason(s), if any.
13　実験動物の記録管理を適正に行っていますか？：はい/いいえ

「いいえ」の場合、理由等があれば書いてください。：

Are the measures taken to properly keep the records of laboratory animals?  Yes/No In case of "No", please specify the reason(s), if any.
14　実験等に関係のない者が実験動物に接することのない措置が講じられていますか？：はい/いいえ 「いいえ」の場合、理由等があれば書いてください。：

Are the measures taken to prevent people not involved in the animal experiments from making contact with laboratory animals?
Yes/No In case of "No", please specify the reason(s), if any.
15　地震、火災等の緊急時に採るべき措置をあらかじめ作成していますか？：はい/いいえ「いいえ」の場合、理由等があれば書いてください。：

Are disaster plans　prepared　in advance　related　to　measures　to　be　taken　in　the　event　of　an　emergency　such as earthquake or fire?
Yes/No In case of "No", please specify the reason(s), if any.

	教育訓練education and training
	1.実施機関の長により、動物実験実施者,実験動物の飼養又は保管等に携わる者に対し以下の事項が行なわれていること

(1)適正な動物実験等の実施及び実験動物の適切な飼養及び保管に関する知識を修得させるための教育訓練

(2)資質の向上を図るために必要な措置

The director of the institution provides education and training related to the following items for investigators and animal technicians.
(1)Items related to the proper conduct of animal experiments, and the proper care and management of laboratory animals
(2)Items related to measures necessary for improving the qualities of the staff
	Article

2.1第2.6
	実施機関の長により、左欄の教育訓練が実施されていますか？：はい/いいえ

「いいえ」の場合、理由等があれば書いてください。：
Does the director of the institution provide education and training related to the items shown in (1) and (2) in the left column?
Yes/No In case of "No", please specify the reason(s), if any.


	自己点検self- inspection
	・実施機関の長により、定期的に実施機関における動物実験等が(1)厚労省基本指針等(2)機関内規定に適合しているか否かの自己点検及び評価が行なわれていること。
The director of the institution periodically conducts self-inspections and assessments to examine whether the animal experiments and related activities are carried out in compliance with (1) Basic Policy on Animal Experimentation of the Ministry of Health, Labor and Welfare and (2) Institutional guidelines.
	Article

2.1第2.7
	実施機関の長により、定期的に実施機関における動物実験等が左欄の(1)(2)に適合

しているか否かの自己点検及び評価が行なわれていますか？：はい/いいえ

「いいえ」の場合、理由等があれば書いてください。：
Does the director of the institution periodically conduct self-inspections and assessments to examine whether the animal experiments and related activities are carried out in compliance with the items (1) and (2) shown in the left column?
Yes/No In case of "No", please specify the reason(s), if any.

	情報公開disclosure
	・実施機関の長により、機関内規程並びに自己点検及び評価の結
果等が適切な方法により公開されていること。

The director of the institution publicly discloses institutional guidelines and the results of self-inspections and assessments via appropriate means.
	Article

2.1第2.8
	実施機関の長により、機関内規程並びに自己点検及び評価の結果等が何らかの方法

により公開されていますか？：はい/いいえ「いいえ」の場合、理由等があれば書いてください。：

Does the director of the institution publicly disclose institutional guidelines and the results of self-inspections and assessments via appropriate means?
Yes/No In case of "No", please specify the reason(s), if any.

	外部委託outsourcing
	・動物実験等を別の機関に委託する場合は、委託先においても、厚労省基本指針又は他省庁の定める動物実験等に関する指針に基づき、適正に動物実験等を実施するよう努めること。

In the case of outsourcing animal experiments and related activities to other institutions, consideration is taken to properly carry out animal experiments and related activities at the outsourcing contractors in compliance with the Basic Policy on Animal Experimentation of the Ministry of Health, Labor and Welfare or the Basic Policies stipulated by other ministries and agencies.
	Article

2.1第7.3
	1  動物実験等を別の機関に委託することがありますか？：はい/いいえ
Does your institution sometimes outsource animal experiments to other institutions?  Yes/No
2　動物実験等を別の機関に委託することがある場合、委託先の厚労省基本指針又は

他省庁の定める動物実験等に関する指針の遵守状況を確認していますか？

：はい/いいえ「いいえ」の場合、理由等があれば書いてください。：

In the case of outsourcing animal experiments and related activities to other institutions, does your institution confirm the status of compliance with the Basic Policy on Animal Experimentation of the Ministry of Health, Labor and Welfare or the Basic Policies stipulated by other ministries and agencies?
Yes/No In case of "No", please specify the reason(s), if any.
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