Application Document Checklist
	Attach this Checklist to the end of the submitted documents for application (including the Research Protocol revision)
	April 1, 2025 version



	[bookmark: _Hlk141263552][Common]
	Confirmed
	Not applicable

	1
	Confirm the latest versions of "Guidance on Ethical Guidelines for Medical and Biological Research Involving Human Subjects" and "Guidelines for Research Ethics ― Research Ethics Review of Tokyo Metropolitan University, Arakawa Campus (update in April and October, and as needed)."
	☐	

	2
	Use the latest version of each form (update in April and October, and as needed).
	☐	

	3
	Compile all the submitted data into one PDF file and write consecutive numbers on the bottom right of each page.
	☐	

	4
	State the submission destination (subcommittee, committee) and submission date (date of sending e-mail).
	☐	

	5
	Standardize the notation in all submitted documents (Application Form, Research Protocols, various request forms, notices, etc.).
- Title of research topic and affiliation (Tokyo Metropolitan University, Graduate School of Human Health Sciences, Department of XX)
- Roles (investigator representative, principal investigator, supervisor, collaborator, collaborative research implementing entity, research subject, etc.)
=> Check if the notation has been standardized by using the search function.
* Note that the document format itself will be converted if the batch conversion is performed.
	☐	

	6
	Write any additions or revisions made in the Application Forms, Research Protocols, and attached documents in red.
	☐	☐
	[Research Ethics Review Application Form]
	Confirmed
	Not applicable

	7
	List document numbers of the attachments and delete unnecessary "Document number XX".
	☐	☐
	8
	List matters pointed out during the review and describe contents of revision concisely in the "Record of Revisions" of Application Forms.
(The contents of the revision history column should be added without deleting the past revision history.)
	☐	☐
	[Research Protocol]
	Confirmed
	Not applicable

	9
	List all the names of persons involved in the research, such as collaborators and supervisors, and also describe the specific roles of each person.
	☐	☐
	10
	When using MRI, state the name of the person who took images.
	☐	☐
	11
	Do not use terms "anonymization" and "correspondence table." Use an appropriate notation in accordance with the Amended Act on the Protection of Personal Information.
	☐	☐
	12
	Take diversity into consideration when designing questioning and answering methods to ask about gender.
- Add choices such as "Other" and "Prefer not to say" in addition to "Male and Female."
- Recommend answering in writing (on the screen) instead of verbally.
	☐	☐
	13
	Provide references in the remarks column of the Research Protocol.
	☐	☐
	[Attached material]
	Confirmed
	Not applicable

	14
	Use simple language to make the text for research subjects concise and easy to understand.
- Do not copy the research protocol as it is (use formal writing style, confirm size of letters, and avoid redundancy).
- Do not use technical terms and abbreviations without explanation (it is necessary to paraphrase or add/correct descriptions).
	☐	☐
	15
	Attach pages accessed via URLs or QR codes when providing detailed information for recruiting research subjects using URLs or QR codes.
	☐	☐
	16
	Make sure that explicit consent is obtained by confirming verbal or written consent or by providing a questionnaire sheet with a "consent" check box (provision of a signature column, check column, click column, etc.) when conducting a questionnaire survey.
- Do not just collect Consent Forms or send (reply to) questionnaires (implied consent is not allowed).
	☐	☐
	17
	Attach Ethics Training Certificates, issued within the past year, of all researchers (including supervisors, if any)
	☐	

	※ Japanese manual research ethics review
[Please check number 18 and onward only when applying for the Research Protocol Revision] The same applies when applying for the revision due to the expedited review.
	Confirmed
	Not applicable

	18
	Enter the approval number and the date to submit revised documents in the Revision Application Form, Research Ethics Review Application Form, and Research Protocol.
	☐	

	19
	Describe changes concisely in the Revision Application Form. Write any additions or revisions of the contents affected by the revision in red in the Application Form, Research Protocol, attached documents, etc. (Write all the past revision histories in black).
* When applying for a revision due to the expedited review, add matters pointed out during the expedited review below the past revision history in the revision record column.
	☐	

	20
	Use the latest version of the checklist and attach it to the last page of the document.
	☐	

	21
	Correct the extended research period, and the grades and years changed due to the passage of time in red.
	☐	☐
	22
	Renew the Ethics Training Certificate issued within the past year, and correct the date and content of the training in the Research Protocol in red.
	☐	☐
	23
	Attach additional Consent Forms and Ethics Training Certificates in accordance with the addition or change of supervisors, collaborative research implementing entity, collaborator, etc.
	☐	☐


