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I. Summary of research protocolⅠ-１．Research title (Enter the same title as in the Application Form and other documents)


	Ⅰ-2.Research implementation system

	
(1) Implementing entity
	☐ Tokyo Metropolitan University (this department)
☐ Other institution
(Name of entity:	)

	
(2) Implementation location
	☐ Tokyo Metropolitan University Arakawa Campus
☐ Other: (	)

	



(3) Research funding
(Where was funding for research obtained from?)
*4. After selecting ① to ⑤, enter specific funding agency
	☐ 1. Budget from the University
　☐ a. Tokyo Global Partner Scholarship
　☐ b. Other（　　　　　　　　　　　　　　　　　　）
☐ 2.No funding required	☐ 3. Self-funded
☐ 4. External funding  (select) : 
a. Funding name: 
(	)
b. Relationship with applicant： select 
c. Conflict of interest: select
(	)


Ⅰ-3．Principal investigator
* If a collaborative research-implementing entity or cooperative research institute is affiliated with this university and your place of employment, enter your affiliation.





	(1) Name and affiliation, etc.

	Name
	Select whether you affiliated with this university or not.
	Course No./Position, etc.

	
	Graduate School of Human Health Sciences, Tokyo Metropolitan University 
〇〇 Department/Faculty 〇 Doctoral Program 〇 Year Workplace: 〇〇 Hospital
	

	(2) Ethics training attendance *If research protocol is revised or updated after initial application, ethics training attendance will also be updated.　*If select ④certificate of ethics guidance attendance stating the content, date of guidance, and the instructor’s name should be attached. (See Arakawa Campus Guideline P6.)

	Select affiliation and course content
	Date of attendance

	If ③ is selected
Title of training course: 
Certifying Organization: 
	
Select course date



Ⅰ-4. Persons involved in research other than Principal Investigator (p. 65)	☐ Applicable	☐  Not applicable
*List all staff and attach ethics training certificates.	*If additional room is needed, add a box to enter staff.

	(1) Name and affiliation, etc.

	Name
	Select whether you affiliated with this university or not.
	Course No./Position, etc.

	
	Graduate School of Human Health Sciences, Tokyo Metropolitan University 
〇〇 Department/Faculty 〇 Doctoral Program 〇 Year Workplace: 〇〇 Hospital
	

	(2) Ethics training attendance ＊If research protocol is revised or updated after initial application, ethics training attendance will also be updated.　 *If select ④certificate of ethics guidance attendance stating the content, date of guidance, and the instructor’s name should be attached. (See Arakawa Campus Guideline P6.)

	Select affiliation and course content
	Date of attendance

	If ③ is selected
Title of training course: 
Certifying body:
	
Select course date

	(3) Role	Co-investigator: Cooperates with Principal Investigator and shares research responsibilities
Research collaborator: Person at collaborative research-implementing entity who provides only samples and information and is not involved in writing papers

	
Select role
	Specific content of selected role
・



	(1) Name and affiliation, etc.

	Name
	Select whether you affiliated with this university or not.
	Course No./Position, etc.

	
	Graduate School of Human Health Sciences, Tokyo Metropolitan University 
〇〇 Department/Faculty 〇 Doctoral Program 〇 Year Workplace: 〇〇 Hospital
	

	(2) Ethics training attendance ＊If research protocol is revised or updated after initial application, ethics training attendance will also be updated.　 *If select ④certificate of ethics guidance attendance stating the content, date of guidance, and the instructor’s name should be attached. (See Arakawa Campus Guideline P6.)


	Select affiliation and course content
	Date of attendance

	If ③ is selected
Title of training course: 
Certifying body:
	
Select course date

	(3) Role	Co-investigator: Cooperates with Principal Investigator and shares research responsibilities
Research collaborator: Person at collaborative research-implementing entity who provides only samples and information and is not involved in writing papers

	
Select role

	Specific content of selected role
・



	(1) Name and affiliation, etc.

	Name
	Select whether you affiliated with this university or not.
	Course No./Position, etc.

	
	Graduate School of Human Health Sciences, Tokyo Metropolitan University 
〇〇 Department/Faculty 〇 Doctoral Program 〇 Year Workplace: 〇〇 Hospital
	

	(2) Ethics training attendance ＊If research protocol is revised or updated after initial application, ethics training attendance will also be updated.　 *If select ④certificate of ethics guidance attendance stating the content, date of guidance, and the instructor’s name should be attached. (See Arakawa Campus Guideline P6.)

	Select affiliation and course content
	Date of attendance

	If ③ is selected
Title of training course: 
Certifying body:
	
Select course date

	(3) Role	Co-investigator: Cooperates with Principal Investigator and shares research responsibilities
Research collaborator: Person at collaborative research-implementing entity who provides only samples and information and is not involved in writing papers

	
Select role

	Specific content of selected role
・



Ⅰ-5.Scientific rationale for research (background)
*List the following points
・Current standard treatment related to this research
・Issues this research aims to address with the standard treatment
・Rationale for the expected benefits of this research to the target population
・Existing domestic and foreign research related to this research
・What is the relationship between the above existing research and this research?

Ⅰ-6. Aim and significance of research (p. 66)


	Ⅰ-7. Research subjects (p. 66)

	
(1) Research subject inclusion policy
* The inclusion criteria include the characteristics, attributes, and number of subjects, as well as the reasons therefor.
*The reasons for the criteria should be described in accordance with the research methodology. The inclusion conditions (such as descriptions of excluded cases) should also be described.
	
① Subject characteristics and attributes: 
② Number of subjects: 	people
③ Reasons for criteria: 

	

(2) Subjects requiring special consideration
	☐① Minors
☐② Adults incapable of taking responsibility or making decisions
☐③ Deceased individuals
☐④ Subjects in ① to ③ are excluded.

	(3) Research subject inclusion process
(Recruitment process)
*Include specific procedures
	



	Ⅰ-8. Benefits of participating in research (p. 2)

	(1) Benefits to research subjects from participating in research
* Applicants should check before applying whether or not compensation for research subjects is permitted by the expenditure standards of the institution that manages research funds.
	☐① Direct benefits (Specific details: 	)


☐② No direct benefits

	

(2) Future benefits to individual research subjects from research results
	


Ⅰ-9. Research methods (p. 66)
* For details about the research subjects, see “Ⅰ-7. Research Subjects”
* If there are multiple researchers, clearly indicate who will be doing what roles (If MRI is used, indicate the technician)
* Indicate specific locations where samples or information are collected and the time required.


Ⅱ. Research period 
	Ⅱ. Research period 
*The research period may last a maximum of five years.
*Even if the research uses existing samples or information, the research start date must be after the date that the ethics review is approved and permission to conduct the research is received from department heads.
*After research has been discontinued or ended, the Principal Investigator must submit a Completion Report (Appended Form No. 4) within 60 days or while enrolled at this university.
*If the research does not end by the originally set research end date, you must update all research protocols at least 30 days before the originally set research end date, and then apply for an extension of the research period using the Research Protocol Revision Application Form (Appended Form No. 6) as the cover page.
* If you leave this university while your research is still in progress, you must submit a Completion Report.

	(1)  Research start date: When a date is entered, the date must be after the expected receipt date of the Notification of Review Results.
☐ From date of Arakawa Campus Research Ethics Review Committee approval
☐ Enter expected research start date      from


(2) Expected date of research completion: The research period for specially appointed faculty members, researchers, or students can be set to last as long as the approved period according to contract or enrollment
Initial expectation: (Initial expectation) Enter the expected date of research completion
After revision ①: (After revision ①) Enter the expected date of research completion
After revision ②: (After revision ②) Enter the expected date of research completion
After revision ③: (After revision ③) Enter the expected date of research completion

(3)  Timing of setting the research end date: The research end date will be the date that best matches the aim set by research.
☐ a. Researchers, students, etc.: Select research end timing
☐ b. Full-time faculty members: Select research end timing

(4) Enrollment period: Only needs to be entered by researchers, specially appointed faculty members and students
☐ a. Researchers, etc.: Last day of (month), (year)(Research period may be set to last as long as approved or contracted period)
☐ b. Students: Select year of study: 
Expected date of graduation/completion: (month) (year)(Expected application date) 
Long-term course enrollment system (Only selected by graduated students): ☐ Using ☐ Not using



Ⅲ. Items related to informed consent (informed consent)(p. 76)Ⅲ-1．(1) Newly obtaining samples and information to conduct research ☐Applicable⇒ select (A)～(F) ☑  Not applicable
<Simplified requirements>
Only when all apply
・Guarantees the opportunity for research subjects to refuse
・No detriment to research subjects
・Without simplification, it will be difficult to conduct research, and the value of research will be significantly diminished.
・Meets the exceptions stipulated in the Amendments to the Act on the Protection of Personal Information

Select method ①, ②, or ③ for IC


① IC in writing
② Verbal IC with written record
③ Appropriate consent
④ Opt-out available
IC procedures for providing existing information (excluding sensitive personal information) to a collaborative research-implementing entity shall apply correspondingly.
(F) Do not provide information to collaborative research-implementing entity
(research by this university alone).
(E) Provide information to collaborative research-implementing entity.

① IC in writing
② Verbal IC with written record
③ Appropriate consent
*May simplify IC procedures if appropriate consent is difficult to obtain but prescribed requirements are met.
Not obtaining sensitive personal information
(D) Obtain sensitive personal information

Not using samples
① IC in writing
② Verbal IC with written record
(C) Use specimens
Non-invasive and no intervention
① IC in writing
② Verbal IC with written record
(B) Non-invasive intervention
① IC in writing
(A) Invasive (including mildly invasive)




	Ⅲ-2. Procedures for receiving informed consent
*If you indicated simplifying informed consent procedures in (5), you must also separately check "V. Simplifying informed consent procedures.”

	☐ (1) Receive informed consent from research subjects in writing (form appended).
☐ (2) Receive informed consent from proxy in writing (form appended).
☐ (3) Receive verbal informed consent about explanatory information from research subjects, and then prepare record of method and content of explanation and content of the consent received.
☐ (4) Conduct research without receiving informed consent. Reason: 
☐ (5) Others (	)






	Ⅲ-3. Receiving informed consent from a proxy, etc. (p. 124)	☐ Applicable☐Not applicable

	(1) Requirements for receiving informed consent from a proxy, etc. (Must meet all of the following criteria in (a) and (b))



	☐ (a) All information under ① and ② is included in the resaerch protocol.
① Proxy, etc., inclusion policy
☐ a (If research subjects are minors) Parents or guardians of minors
☐ b Spouses, parents, siblings, children, grandchildren, grandparents, cohabiting relatives, or those considered to be equivalent to these close relatives (excluding minors) of research subjects.
☐ c Agents of research subjects (including voluntary guardians granted power of attorney)
☐ d Other: 
② Explanatory information for proxy, etc.: 

	☐ (b) The research subjects may be any of the following.
☐① Minors (under the following conditions)
* Research subjects may be minors who have completed middle school or are 16 years or older and, furthermore, have been deemed to have sufficient decision-making ability for the research to be conducted. If the following items are included in research protocols and approved by the heads of research institutions, informed consent shall be received from actual research subjects and not proxies.
a. The research being conducted is not invasive.
b. The purpose of the research and information, including the handling of samples and information, will be made readily accessible to parents or guardians of minors, and minors will be guaranteed the opportunity to refuse implementation or continuation of the research.
* Research that is invasive requires informed consent from a parent or other proxy, as well as from the research subjects themselves.
☐② Adults, as long as they are objectively deemed capable of giving informed consent.
☐③ Deceased persons (Unless the research being conducted conflicts with the explicit wishes of subjects when they were alive).

	(2) Explanatory material about receiving informed consent from a proxy, researchers, or persons providing only samples or information: 

	☐ Shall explain to proxies, etc., not only the explanatory information in III-4, but the items in III-3.(1)(a) ②.

	(3) About research subjects
(Please describe the content in writing or append supporting documents.)

	① Reason persons are needed as research subjects


② Reasons and guidelines that explain why research subjects are deemed to lack ability to give informed consent:



	Ⅲ-4. Explanatory information for receiving informed consent (p. 112)	☐ Applicable	☐Not applicable
 ☐  Checked by supervisor for simplified review

	(1) In principle, all information is explained, but not ⑯ onward unless applicable.
☐① The title and implementation of research has been reviewed by the Ethics Committee and approved by the heads of the research institutions.
☐② Names of the collaborative research-implementing entities related to the research subjects, the names of parties providing only existing samples, information on and the names of their affiliated institutions, and names of all Principal Investigators and the research institutions.
☐③ Aim and significance of the research
☐④ Research methods (including the purpose of using and handling of the samples and information obtained from the research subjects) and period 
*Whether samples and information will be provided to outside institutions (including provision in tandem with outsourcing or joint use).
*In the case of multi-institutional collaborative research, if newly acquired samples and information are to be provided between collaborative research-implementing entities, a statement thereof, the items to be provided, the institutions providing them, the purpose of their use, the names of parties responsible for managing samples and information, and the names of affiliated research institutions must be included.
*If samples or information are provided to parties in a foreign country (including cases in which they are provided through outsourcing), in principle, consent must be obtained in accordance with the provisions of Article 8, paragraph 1(6), of the Guidance on Ethical Guidelines. However, even if samples or information are provided to parties in a foreign country with consent, this fact must also be explained.
☐⑤ Reasons the research subjects were included
☐⑥ Burdens and expected risks and benefits for the research subjects
☐⑦ That withdrawal is possible at any time even after consenting to the implementation or continuation of the research (including whether it is difficult to take appropriate action in accordance with the details of withdrawal by a research subject and the reasons therefor)
☐⑧ That research subjects not consenting to the implementation or continuation or research or withdrawing consent will experience no disadvantage.
☐⑨ Methods of publicizing information about the research
☐⑩ That materials related to the research protocol and research methods may be obtained or viewed at the request of research subjects as long as they do not infringe upon the personal information of other research subjects or the originality of research, nor on the methods of obtaining or viewing such materials
☐⑪ Handling of personal information, etc. (including methods of processing)
☐ a ..  That information is pseudonymized
☐ b ..   That information is anonymized
☐⑫ Methods of storing and disposing of samples and information
*If cloud services are used to manage information employed in research, the names of cloud service providers and of countries where servers on which information is stored are located. In addition, methods of publicly announcing (location, etc.) any changes to this content must be explained in advance.
☐⑬ Sources of research funding and other conflicts of interests with research institutions related to research, and personal income and other conflicts of interests with researchers, etc., related to research
☐⑭ Handling of results, etc., obtained from the research
☐⑮ Handling of inquiries from research subjects and related parties (including gene counseling)
☐⑯ If samples and information are provided to parties in foreign countries, the names of the foreign countries, the systems for protecting personal information, and information on measures to be taken (see Guidance on Ethical Guidelines P100, Article 8-1, (6) (b))
☐⑰ Any financial burden or compensation for the research subjects and the details thereof
☐⑱ If research involves medical procedures beyond normal medical practice, any information related to other treatment methods, etc.
☐⑲ That if research involves medical procedures beyond normal medical practice, medical care will be provided to research subjects after research is completed
☐⑳ If research is invasive, whether any compensation will be provided for damages to health due to the research and the details thereof
☐㉑ The possibility that samples and information obtained from research subjects will be used for future research not specified at the time of obtaining consent, or that they will be provided to other research institutions



	☐㉒ That if research is invasive and involves intervention (excluding minor invasiveness), on the premise that the confidentiality of the research subjects will be protected, those engaged in monitoring and auditing, as well as the ethics review committee, will be able to access samples and information related to research subjects to the extent necessary
☐㉓ Intellectual property rights and ownership rights to samples and information
☐㉔ Other (	) 



	Ⅲ-5. Informed consent procedures (p. 128)	☐ Applicable 　☐ Not applicable

	☐ (1) Obtain informed consent from research subjects.
Explanatory information: 
Explanation method: 



Ⅳ. Newly obtaining samples and information (p. 76)Ⅳ-1. (A) Invasive research newly obtaining samples and information
*Written informed consent must be obtained

☐Applicable☐ Not applicable




	Ⅳ-1 .(B) Non-invasive research newly obtaining samples and information	☐  Applicable ☐ Not applicable

	☐ (1) Not invasive but does involve intervention.
☐ (2) Not invasive and does not involve intervention (uses samples).

	
	☐① Will receive informed consent in writing (including electromagnetic media).
☐② Will receive verbal informed consent, and prepare explanation method and content, and record of content of received consent (date/time of consent, explainer, explanation method, consent items, etc.).

	☐ (3) Not invasive and does not involve intervention (not using samples, but sensitive personal information is obtained).
*Sensitive personal information: Personal information that includes descriptions that require special care in handling to avoid unfair discrimination, prejudice, or other detriment to the individual, such as the rate of subject, beliefs, social status, medical history, criminal history, facts of harm due to crime, physical or mental disabilities, results of health examinations, etc., facts and details of health guidance received, medical records, etc. (including prescription records, drug history, and information written in a medicine notebook).

	
	☐① Will receive informed consent.
☐② Will receive appropriate consent.
☐③ Will take appropriate measures if the opportunity is guaranteed for the research subjects to opt out of the research, any of the requirements of the following items apply, and the requirements for simplifying informed consent procedures (Guidance on Ethical Guidelines, p. 120) are met.
☐ a. The academic research institutions, etc., need to obtain sensitive personal information, and there is no risk of unduly infringing on the rights and interests of research subjects.
☐ b. There are specific reasons why a research institution wishes to obtain sensitive personal information in order to conduct the research, and it is difficult to obtain informed and appropriate consent from the research subjects.

	☐ (4) Not invasive and does not involve intervention (not using samples and not obtaining sensitive personal information).

	
	☐① Will receive informed consent.
☐② Will receive appropriate consent.
☐③ Research subjects are notified of or given ready access to the items in VI-1. (3) and will be guaranteed the opportunity to refuse the implementation or continuation of the research (opt-out).



Ⅳ-2.Using existing samples and information held by this university
	Ⅳ-2.(A) Using existing samples and information held by this university (p. 81)	☐ Applicable	☐  Not applicable
*Existing samples and information may be used only if any of the items (1) to (3) apply.

	
☐ (1) Will receive informed consent in writing (including electromagnetic media).
☐ (2) Will receive verbal informed consent and prepare explanation method and content, and record of content of received consent (date/time of consent, explainer, explanation method, consent items, etc.).
☐ (3) Do any of the following items in (a) to (d) apply?

	
	☐ (a) All such existing samples and information fall under any of the following.
☐① The existing samples make it impossible to identify specific individuals, and no personal information can be obtained by using the existing samples.
☐② Information is pseudonymized (limited to information that was already created before the research protocol was formulated). 
☐③ Information is anonymized. 
☐④ Information is personal.
☐ (b) If (a) above does not apply and it is difficult to obtain informed consent, but the following requirements are met:
☐① Research subjects, etc., have been informed of the items in VI-1.(3) ① to ③ and ⑦ to ⑩, and appropriate consent has been obtained. 
[bookmark: _Hlk193375735]☐② At the time the samples and information were obtained, consent was given only by research subjects involved in separate research in which use of samples and information was not explicitly stated, but all of the following requirements were met.
(i) Research subjects are notified of or given ready access to the items about implementing the research in VI-1. (3) ① to ③, ⑦, and ⑧.
(ii) Consent deemed reasonably related to the aim of the research.
☐ (c) (a) does not apply; consent was received for items listed in Ⅲ-4㉑ at the time of obtaining existing samples and information; research subjects are notified or given ready access to specified research content, and are guaranteed the opportunity, in principle, to withdraw consent for research to be implemented.
☐ (d) (a) to (c) do not apply, but all of the following requirements of ① to ③ are met.
☐① Research would be difficult to conduct without using existing samples, and any of the following conditions are met:
[bookmark: _Hlk193377399]☐ a. A research institution that is a university or other institution or organization with an academic research purpose (such as a university hospital) needs to handle existing samples and information for the purpose of academic research, and there is no risk of unduly infringing on the rights and interests of research subjects.
☐ b. For particular reasons, it is difficult to receive informed consent and appropriate consent from research subjects (general hospitals, clinics, and other medical institutions, etc.).
Specific reasons: 


[bookmark: _Hlk193436721]☐② Research subjects are notified or given ready access to items in Ⅵ-1.(3)① to ③, and ⑦ to ⑩.
☐③ In principle, research subjects are guaranteed the opportunity to refuse implementation or continuation of research (opt out).



	Ⅳ-2.(B) Using only existing information held by this university (Not using existing samples) (p. 82) 
☐ Applicable　 ☐Not applicable
* Existing information held may be used only when (1) or (2) applies.

	☐ (1) Will receive informed consent in writing (including electromagnetic media).
☐ (2) Any of the following items (a) to (d) apply.

	
	☐ (a) Information used in the research is pseudonymized (as long as it was already prepared), anonymized or personally relevant information.
☐ (b) (a) does not apply, and at the time information used in research was obtained, consent was given only by research subjects for separate research in which research use was not explicitly stated, but all of the following requirements were met.
· ① Research subjects are notified or given ready access to items in Ⅵ-1. (3) ① to ③, ⑦ and ⑧.
· ② Consent deemed reasonably related to the aim of the research.
☐ (c) If (a) does not apply, and the research content is specified within the scope of the consent that was received at the time information used in the research was obtained, and consent was received for items listed in Ⅲ-4㉑, then research subjects are notified or given ready access to information about the content of research, and guaranteed the opportunity to withdraw consent.
☐ (d) None of (a) to (c) applies; appropriate consent has been received upon the research subjects being notified of items in Ⅵ-1. (3) ① to ③, ⑦ and ⑧6①⑦ to ⑩; or all of the requirements listed in the following items ① to ③ are met
· ① Any of the following requirements are met
· (i) Information used in the research is pseudonymized (unless already prepared).
· (ii) Information used for the research is handled by a university or other institution or organization for the purpose of academic research (such as a university hospital), and there is no risk of unduly infringing on the rights and interests of the research subjects.
· (iii) There is a particular reason for wanting to conduct the research, and it is difficult to receive appropriate consent from the research subjects.
· ② Research subjects are notified or given ready access to items inⅥ-1. (3) ① to ③, ⑦ to ⑩  about implementing research.
· ③ Research subjects are guaranteed the opportunity to refuse implementation or continuation of research.



Ⅳ-3. Providing existing samples and information to other research institutions
	Ⅳ-3.(A) Providing existing samples and sensitive personal information  (p. 88) ☐ Applicable	☐ Not applicable
* Existing samples and sensitive personal information may be provided to other research institutions only if any of items (1) to (3) apply.

	☐ (1) Will receive informed consent in writing (including electromagnetic media).
☐ (2) Will receive verbal informed consent, and prepare explanation method and content, and record of content of received consent 
☐ (3) Any of the following items (a) to (c) apply.

	
	☐ (a) If only existing samples are provided and in a state that makes it impossible to identify specific individuals, and no personal information can be obtained from existing samples being used by recipient research institutions.
☐ (b) If (a) does not apply, consent was received for items listed in Ⅲ-4㉑ at the time of obtaining existing samples and sensitive personal information, and research content (including recipients) is specified within the scope of the consent that was received, then research subjects are notified or given ready access to information about the specified research content, and guaranteed the opportunity to withdraw consent.
☐ (c) None of (a) or (b) applies, and appropriate consent to providing existing samples and sensitive personal information has been received upon research subjects being notified of items in Ⅵ-1. (3) ① to ⑥ and ⑨ to ⑪, or all of the requirements listed in the following items (1) to (3) are met.
☐ (1) Any of the following requirements ① to ③ are met (only if it is necessary to provide existing samples, and it would be difficult to implement research without using existing samples).
☐① A research institution that is a university or other institution or organization for the purpose of meeting academic research needs (such as a university hospital) provides existing samples and sensitive personal information to collaborative research-implementing entities, and there is no risk of unduly infringing on the rights and interests of research subjects.
☐② When providing existing samples and sensitive personal information to a university or other institution or organization for the purpose of academic research (such as a university hospital), there is no risk of unduly infringing on the rights and interests of research subjects.
☐③ For particular reasons, it is difficult to receive appropriate consent from research subjects to provide existing samples and sensitive personal information (general hospitals, clinics, and other medical institutions, etc.).
Specific reasons: 

☐ (2) Research subjects are notified or given ready access to items in Ⅵ-1. (3) ① to ⑥, and ⑨ to ⑪ about provision to other research institutions.
☐ (3) In principle, research subjects are guaranteed the opportunity to refuse.



	☐Ⅳ-3.(B) Providing existing information (except existing samples and sensitive personal information). In addition, sharing a database with a co-investigator does not constitute providing information to a third party) (p. 89)
*Existing information may be provided only if any of the following items (1) to (3) applies (except existing samples and sensitive personal information). 

	☐ (1) Receive informed consent in writing (including electromagnetic media).
☐ (2) Receive appropriate consent.
☐ (3) Any of the following items (a) to (d) apply.

	
	☐ (a) Information is personally-relevant information, and item ① or ② applies.
☐① Recipient research institutions are not expected to obtain personally-relevant information as personal information
☐② Recipient research institutions are expected to obtain personally-relevant information as personal information, and item (a) or (b) applies.
☐ (a)	When “Samples and sensitive personal information” in (A) (2) ① to ③ is replaced with “personally-relevant information,” and any items in (A) (2) ① to ③ apply.
☐ (b) Parties providing information confirm that appropriate consent is being obtained from research subjects at recipient research institutions.
☐ (b) It is difficult to receive appropriate consent, and information used in research is anonymized.
☐ (c) When (1) or (2) does not apply, consent was received for items listed in Ⅲ-4 ㉑ at the time of obtaining information used in the research, and thereafter content of research (including recipients, etc.) is specified within the scope of receiving consent; then, the research subjects are notified or given ready access to information about the specified research content, and, in principle, guaranteed opportunities to withdraw consent to the research being implemented
☐ (d) When none of (a) to (c) applies, appropriate consent is difficult to receive, “Samples and sensitive personal information” in (A) (3) (c) (1) ① to ③ is replaced with “information used in the research,” and all of the requirements listed in  (A) (3) (c) (1) ① to ③ are met.





Ⅳ-4. Receiving existing samples and information that has been provided
	Ⅳ-4. Receiving existing samples and information that has been provided based on procedures in section IV-3 (p. 97)                                                                                                                            ☐ Applicable ☐ Not applicable
The following procedures (1) and (2) must be followed

	(1) Confirmation items (Confirm all items ① to ③)

	
	☐① Content of informed consent for existing samples and information or applicable measures in IV-3
☐② Names and addresses of other institutions providing existing samples and information, and the names of the heads thereof
☐③Details around obtaining existing samples and information from other institutions providing existing samples and information

	Confirmation methods for (1) above	*Append confirmation as data

	
	☐① Receive verbal declaration.
☐② Receive written declaration.
☐③ Confirm information published on webpage, etc.
☐④ Confirm via e-mail.
☐⑤ Other (	)

	(2) Unless IV-3. A(a) or B(a) ① or (a) ② applies, and any of the following requirements are met.

	
	☐①  If Ⅳ-3. B (a) ② applies, and thus research is conducted using existing personally-relevant information that has been provided, then procedures are followed as stipulated in IV-2. (B). 
☐②  If Ⅳ-3. A (3) (b), A (3) (c) or  B (3) (c) and B (3) (d) applies, and research is attempted using existing samples and information that can identify a specific person, then research subjects are given ready access to the items in Ⅵ-1. (3) ① to ③ and ⑦ to ⑩, and, in principle, are guaranteed the opportunity to refuse the implementation or continuation of research.



	Ⅳ-5. Providing samples and information to parties in foreign countries (p. 99)    ☐ Applicable ☐ Not applicable
*  Append Reference Forms 1-1 and 1-2 for samples and information

	☐ (1) Receive appropriate consent from research subjects upon providing the following information on samples and information used in research.
① Names of foreign countries
② Information on systems for protecting personal information in foreign countries
③ Information on measures taken by parties in foreign countries to protect personal information
☐ (2) Countries are as set forth in the Act on the Protection of Personal Information. 
☐ (3) Provide samples and information to collaborative research-implementing entities in foreign countries that have established systems that comply with the standards set forth in Article 16 of the Act on the Protection of Personal Information (take necessary measures under Article 28, paragraph 3, of the Act on the Protection of Personal Information).

	☐ (4) Consent has not been obtained from the research subjects, but any of the following applies:

	
	☐ (a)  The following items ① or ② apply to all samples and information provided.
☐①It is difficult to obtain appropriate consent; all of the items (i) to (iii) apply to all of the samples and information (except information used in research corresponding to ②); and this has been reported to the heads of institutions providing samples and information.
☐(ⅰ) Samples are in a state that makes it impossible to identify specific individuals, and no personal information can be obtained from samples being used by recipient the research institutions.
☐ (ⅱ) Information is anonymized.
☐(ⅲ)Information is personally-relevant information (unless it is expected that recipients will obtain personally-relevant information as personal information).
☐② Information is personally-relevant information (as long as it is expected that recipient the research institutions will obtain personally-relevant information as personal information); parties providing personally-relevant information have confirmed that any of the following items (i) to (iii) apply or consent has been obtained by recipient the research institutions; and the approval of the heads of the research institutions has been obtained.
☐ (ⅰ) It is necessary to provide information to parties in foreign countries that are collaborative research-implementing entities, and there is no risk of unduly infringing on the rights and interests of the research subjects. 
☐(ⅱ) It is necessary for recipient research institutions to obtain information for the purpose of academic research, and there is no risk of unduly infringing on the rights and interests of the research subjects.
☐ (ⅲ) For particular reasons, it is difficult to obtain appropriate consent from the research subjects at recipient the research institutions to provide personal information.
Specific reasons: 


	
	☐ (b) Newly obtaining sensitive personal information as stipulated in IV-1 (B) (3), and have obtained the approval of the heads of institutions providing samples and information that all of the following requirements have been met:
☐①  It is difficult to receive appropriate consent.
☐② “Personally-relevant information” in (a) ② (ⅰ) to (ⅲ) is replaced with “Sensitive personal information,” and any of the requirements listed in (a) ② (ⅰ) to (ⅲ) apply.
☐③ All requirements listed in IV-1 are met, and appropriate measures are taken as stipulated in IV-2.
☐④ Providing all of the following information to research subjects.
☐ a  Names of foreign countries
☐ b Information on systems in foreign countries for protecting personal information obtained through proper and reasonable methods 
☐c  Information on measures taken by parties in foreign countries to protect personal information



	
	☐ (c) When appropriate consent is difficult to receive, (a) or (b) do not apply, and approval has been obtained from department heads that all of the following requirements are met.

	
	
	☐ ①“Personally-relevant information” in ①(a)②(ⅰ) to (ⅲ)is replaced with “Samples and information,” and all of the requirements listed in (a) ② (ⅰ) to (ⅲ) are met.
☐②Research subjects are notified or given ready access to information listed in Ⅵ-5.(4)-(b)-④ and items in Ⅵ-1.(3)① to ⑥, ⑨, and ⑩ about implementing research and providing samples and information to parties in foreign countries.
☐③Research subjects are guaranteed the opportunity to refuse to provide samples and information.



Ⅴ. Simplifying procedures for informed consent
	Ⅴ-1. Simplifying procedures for informed consent  (p. 120)	                               ☐ Applicable ☐  Not applicable
* If all of the requirements listed in items  (1) ① to ④ below are met and the procedures listed in items (2) ① to ③ are approved, procedures for informed consent may be simplified.

	(1) Characteristics of research

	
	☐① Implementing research is non-invasive (excluding minor invasiveness).
☐② Simplifying procedures is not detrimental to research subjects.
☐③ Not simplifying procedures will make it difficult to implement research, or severely undermine its value. 
Reason: 
☐④ Research is deemed to be of high social importance (if providing samples and information to parties in foreign countries).
Reason: 

	(2) Details of alternative measures

	
	☐① Publicize the purpose and content (including methods) of the collection and use of samples and information to populations including research subjects.
☐② Promptly provide post-hoc explanations to research subjects (including those in populations)
☐③ If samples and information are to be collected and used continuously over a long-term period, publicize the circumstances thereof, including the purpose and methods of obtaining and using samples and information, and strive for widespread dissemination. 



Ⅵ. Items that research subjects should be notified about or given ready access to
	Ⅵ-1. Items that research subjects should be notified about or given ready access to (p. 116)
*Select (1) or (2)                                                                                              ☐ Applicable ☐ Not applicable

	☐ (1) Notify research subjects.
☐ (2) Give research subjects ready access.

	
	Notification or disclosure methods:

	(3) Items that research subjects should be notified about or given ready access to (① to ⑩ are mandatory)

	
	☐① Purpose of use and methods of use of samples and information (if providing to other institutions, summarize research including title, aim, and the research period)
☐② Sample and information items to be used or provided (use commonly-used names: test data, medical records, etc.)
☐③ Expected date of starting to use or provide
☐④ Names of institutions providing samples and information (provider institutions) and the names of heads thereof
☐⑤ Methods of obtaining samples and information to be provided
☐⑥ Names of the Principal Investigators involved in the research using provided samples and information (research representatives if multi-institutional collaborative research), and the names of the research institutions with which they are affiliated
☐⑦ Scope of parties using samples and information (names of all collaborative research-implementing entities and Principal Investigators)
☐⑧ Parties responsible for managing samples and information (names of heads of the research institutions or names of the research institutions)
☐⑨That the use or provision to other research institutions of samples and information identifying research subjects will be stopped at the request of research subjects (research subjects are guaranteed the opportunity to refuse)
☐⑩ Methods of receiving requests from the research subjects in ⑨
☐⑪ Information set forth in Guidance on Ethical Guidelines p. 99 1 (6) b (If providing samples and information to parties in foreign countries)



Ⅶ. Responding to withdrawal of consent or refusal  (p. 122)
	Ⅶ-1. Responding to withdrawal of consent or refusal                                          ☐ Applicable ☐ Not applicable

	☐ (1) Take measures in response to withdrawal of consent or refusal.* Include deadline for withdrawal of consent.

	
	 Details of measures:

	☐ (2) Do not take measures in response to withdrawal of consent or refusal.

	
	Reason: 



Ⅷ. Records of providing samples and information (Receiving/Providing) (p. 142)
	Ⅷ-1.  Methods of preparing and storing records of providing samples and information 
☐  Applicable ☐ Not applicable

	☐ (1) Prepare records of providing samples and information. (⇒Append record forms)

	
	① Creation period:
② Recording media: 
③ Creator: 
④ Storage locations and methods for records
⑤ Whether or not there are agents for recipients: 

	☐ (2) Prepare and store records for each collaborative research-implementing entity.
☐ (3) (If providing) Store records for a period lasting three years from the date of provision.
☐ (4) (If receiving) Store records of providing samples and information for a period of five years from the date that the end of research was reported.



Ⅸ. Protection of personal information (p. 35)
	
	Ⅸ-1. Handling of personal information                                                                     ☐ Applicable  ☐  Not applicable

	(1) Types of personal information 

	
	☐① Information that itself can identify a specific individual (name, address, or e-mail of a person)
☐② Information that itself cannot identify a specific individual, but can be collated with other information to identify a specific individual
*"Can identify a specific individual" refers to a piece of information or a combination of multiple pieces of information that can be deemed as such according to social convention. Whether or not this is possible depends on whether an average person, using their judgment or understanding, can recognize an identity between the information and a specific living person.
☐③ Information that includes individual identification numbers

	(2) Methods of protecting personal information: 

	
	

	☐ (3) Pseudonymized information (p. 30)
* After processing, the information is in a state in which it is no longer possible to identify a specific individual using the information itself,
a state in which a specific individual cannot be identified unless it is collated with other information (the individual can be identified by collating the information with a so-called comparison chart)

	
	(i) Personal information that can identify a specific individual, such as name, date of birth, or other description (including information that can be easily collated with other information and thereby identify a specific individual)
☐① Descriptions that can identify a specific individual have been partly deleted.
☐② Descriptions that can identify a specific individual have been partly replaced with another random description that cannot be used to recover the original description (prepare a correspondence table of names and temporary IDs when replacing names of research subjects with temporary IDs). 
(ii) If personal ID numbers are included in personal information
☐① All personal ID numbers have been deleted.
☐② Personal ID numbers have been replaced with another random description that cannot be used to recover the personal ID numbers.

	☐ (4) Anonymized information (p. 32)
* Information about an individual that has been obtained by taking appropriate measures to process personal information so that it is no longer possible to identify a specific individual, and that makes it impossible to recover that personal information
・In a state that cannot be used to identify a specific individual or recover their information
・Processed so a person is completely unrecognizable

	
	(i) Personal information that can identify a specific individual, such as name, date of birth, or other description (including information that can be easily collated with other information and thereby identify a specific individual)
☐① Descriptions that can identify a specific individual have been partly deleted
☐② Descriptions that can identify a specific individual have been partly replaced with another random description that cannot be used to recover the original description 



	(5) Specific periods and methods for processing pseudonymized or anonymized information

	
	

	(6) Personal information manager

	
	Affiliation/Position (Course No. for students)
	

	
	Name
	

	
	Personal information manager e-mail address
	@

	(7) Handling research subjects

	
	Research subjects given ready access to the following items: 
☐① Names of researchers and names of research teams
☐② All purposes of using personal information 
☐③ Procedures for requesting disclosure, etc. 
☐④ Contact information for inquiries about research



Ⅹ. Methods of storage and disposal, and storage periods, for samples and information (including data related to information used in research) (p. 142)
	Ⅹ-1. Storage periods
* Storage will be in accordance with "XIII. Storage of samples and information" of the "Tokyo Metropolitan University Arakawa Campus Research Ethical Guidelines." Details are provided for each type of sample and information. However, if ethics reviews at other institutions stipulate that samples should be stored for longer periods, these should be followed.

	☐ (1) A period of five years from the date that a Completion Report (Appended Form No. 4) was submitted for the research, or three years from the date of reporting final publication of research results, whichever is later.
☐ (2) Others
(	)



	Ⅹ-2. Storage locations
* Must be included in accordance with the arrangements of each faculty as stipulated in "XIII. Storage of samples and information" of the "Tokyo Metropolitan University Arakawa Campus Research Ethical Guidelines."

	



	Ⅹ-3. Storage methods 

	(1)  Enter for each type of sample or information
・
・
・

	(2) Handling of electronic data
☐① Comply with guidelines for the management of personal information using external record media.
☐② Comply with information security procedures.



	Ⅹ-4. Sample manager

	(1) Affiliation/Position (Course No. for students)
	

	(2) Name
	

	(3) Manager e-mail address
	@




	Ⅹ-5. Disposal methods (Enter for each type of sample or information)

	(1) [Electronic media] 
☐① Delete all data, initialize external recording media, and make unrecoverable
☐② Make unrecoverable and dispose of
☐③ Other (	)
(2) [Printed media] 
☐① Dispose of with shredder
☐② Other: (	)



Ⅺ.  Conflicts of interest (p. 141)
	Ⅺ-1. Relationship between research and corporations/ organizations                   ☐  Applicable ☐  Not applicable

	☐ (1) Implementing as collaborative research (Name of corporation/organization: 	)
☐ (2) Implementing as contract research (Name of corporation/organization: 	)
☐ (3) Other	(Name of corporation/organization: 	)
(Specific details of involvement: 	)



	Ⅺ-2. Funding sources for research, conflicts of interests of research institutions and individuals’ income, conflicts of interests of researchers (Check all applicable items)	
☐  Applicable　 ☐ Not applicable

	☐ (1) Serving as an officer or advisor for corporations, organizations, or groups related to research.
☐ (2) Owning shares in a corporation related to research.
☐ (3) Receiving royalties from corporations, organizations, or groups.
☐ (4) Receiving daily allowance (speaking fee, etc.) from corporations or organizations for attending (presenting at)
meetings.
☐ (5) Receiving royalties from corporations, organizations, or groups.
☐ (6) Receiving research funding from companies and organizations for research (commissioned research funding, joint research funding, etc.).
☐ (7) Principal Investigator, Co-investigator, or representative of affiliated research laboratory receiving scholarship (incentive) donations from corporations or organizations.
☐ (8) Principal Investigator or Co-investigator affiliated with endowed courses offered by corporations or organizations.
☐ (9) Receiving travel, gifts, etc., from other corporations or organizations that are not directly related to research.



Ⅻ. Methods of publicizing information about research (p. 60)
	Ⅻ-1. Registration in public databases (required for research involving intervention, but if confidentiality required, include reasons therefor)
*Registration after ethics review approval and before the start of the research described in the research protocol.

(1) jRCT (Japan Registry of Clinical): https: //jrct.niph.go.jp/
(2) University Hospital Medical Information Network Research Center Clinical Trial Registration System (UMIN-CTR) https://www.umin.ac.jp/ (3) National Institute of Health website: https://rctportal.niph.go.jp/

	☐ (1) Intervention research

	
	☐① (At time of new application)	Expected registration:  Select database names
☐② (At time of research protocol revision) Registered:  Select database names
Registration No.
☐③  Some information must be kept confidential to protect the human rights of research subjects and related parties or the rights and interests of researchers and related parties.
Specific details: 

	☐ (2) Non-intervention research

	
	①  Public database registration expected?
☐ a  Yes
☐① (At time of new application)	Expected registration:  Select database names 
☐② (At time of research protocol revision) Registered:  Select database names
Registration No.:
☐ b  No



	Ⅻ-2. Publicizing research results 	* Publicizing destinations must also be included in request and notification documents for research subjects. (p. 62)

	☐ (1) Publicizing in academic society presentations or papers
☐ (2) Publicizing as graduate thesis
☐ (3) Publicizing as master’s thesis*
☐ (4) Publicizing as doctoral thesis*
☐ (5) Public databases described in XII-1
☐ (6) Other (	)



XⅢ. Considerations for research subjectsXⅢ-1. Responding to calls from research subjects or other relevant parties (p. 69, p. 131) 
(If willing to respond, include who will respond and how.)                                                             ☐ Applicable  ☐  Not applicable


XⅣ. Responding to adverse events, burdens, and risksXⅣ-1. Effects on research subjects (adverse events, bodily/ mental/ financial/ physical burdens, and other risks)

XⅣ-2. Measures to minimize effects on research subjects shown in XIV-1



	XⅣ-3. Responding to adverse events and physical/mental burdens and risks to research subjects

	☐ (1) If research involves medical procedures beyond normal medical practice, the provision of medical care to research subjects after the research is completed

☐ (2) Other: 

☐ (3) Adverse events or risks not possible → If this is checked 
Next, check “Not applicable” in “XIV-4. Compensation for adverse events and physical/mental burdens in research subjects”



	XⅣ-4. Compensation for adverse events and physical/mental burdens in research subjects (p. 53)
☐ Applicable ☐  Not applicable → (4) Include reasons

	☐ (1) Compensated by private insurance
☐①Japan Council of Nursing Schools Mutual Aid Association Comprehensive Compensation Program　"Will"
☐②Other (　　　　　　　　　　　	)
☐ (2) Companies and organizations involved in this research will provide compensation.
Compensating entity: 
☐ (3) Other: 
☐ (4) No compensation (If “Not applicable” selected)
Reason: 



	XⅣ-5. Handling of research results when the implementation of research may provide important information regarding the health, genetic characteristics, etc., of research subjects  (p. 130)

	☐ (1) Disclose to the research subjects the results of the research on the research subjects obtained.
Disclosure policy: 
Disclosure method: 
☐ (2) Research results obtained from the research subjects will not be disclosed.
Reason: 
☐ (3) No possibility of critical findings on the health and genetic characteristics, etc., of the research subjects.



	XⅣ-6. Partial outsourcing of research-related work (p. 55)
☐Applicable (append content of contracts as attachment) ☐  Not applicable
* In accordance with the content of work being outsourced, will determine the necessary compliance items and actively check whether the contract is being complied with or whether there are any violations of the contract.
*If work might be outsourced, notify research subjects thereof (include in explanatory documents, etc.).
* Documents related to payment of estimates do not need to be appended.

	(1) Content of outsourced work:

(2) Methods of supervising contractor:

(3) Content of contract (all of the following should be included, at a minimum)
☐① Security management for samples and information
☐② Prohibition of use outside scope of outsourcing
☐③ Prohibition of providing samples and information except to contractors
☐④ Obligation to maintain confidentiality of information acquired in the course of outsourced work
☐⑤ Restrictions on subcontracting
☐⑥ Whether ethics education or training is to be received
☐⑦ Methods of disposing of or returning samples and information after the end of the contract
(4) Methods of confirming that the above content is being complied with:

(5) Actions to be taken if the above content is not being complied with:



	XⅣ-7. Samples and information obtained from research subjects may be used for future research not specified at the time of receiving consent from the research subjects, or provided to other research institutions. (p. 114)
*General and vague unconditional authority such as "use in medical research" is not acceptable.                      ☐ Applicable ☐ Not applicable
* Content expected at the time of obtaining consent for all of the following items must be included in consent documents for research subjects.

	①  Possibility of providing to other research institutions
☐ a. Possible (in Japan): Include all institutions expected to provide information and names of Principal Investigators: 

☐ b. Possible (those located in foreign countries, content of Guidance on Ethical Guidelines, p. 99, 100):

☐ c. No possibility
②Aim and significance of the research: 


③ Research methods (including the purpose of use and handling of samples and information) and period: 


④ Burdens and expected risks and benefits for the research subjects: 


⑤ Methods of storing and disposing of samples and information: 


⑥The source of funding for the research and other conflicts of interest related to the research of the research institution, and the status of individual earnings and other conflicts of interest related to the research of the researcher and others:

⑦ Methods for research subjects to confirm information on the research being implemented and recipient research institutions:



XV. Notes*If the research implementation system requires explanation, please describe.
*List references cited (include only those references directly related to the research proposal).
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