Form No. 1（※Revised April 1, 2026）
	RECEIPT No.
*Official Use
	



	

Application for Examination of Research Plan
(Research on Human Subjects)
■Applicant
	Affiliation：

	Title (for Faculty/Researcher)：

	Degree Program (Students)：

	Name：




■Attachments
Please make sure that you have all the required documents
	☐	Research Proposal
	Document Number: 

	☐	Request for research cooperation (for research participants)
	Document Number: 

	☐	Request for research cooperation (for institutions)
	Document Number: 

	☐	Description of research contents for participants
	Document Number: 

	☐	Forms to consent / withdraw consent for research participation (for research participants)
	Document Number: 

	☐	[bookmark: _Hlk181193924]Forms to approve / withdraw approval for research implementation (for institutions)
	Document Number: 

	☐	Questionnaire form, Interview guide …etc.
	Document Number: 

	☐	Others：

	Document Number: 


* Sophia University uses the “Forms to consent / withdraw consent for research participation” to confirm the research participants’ willingness to participate in the research, and the “Forms to approve / withdraw approval for research implementation” to obtain the consent of the head of the organization or institution through which the research participants are recruited. 

I. Research subject　　　　　　　　　　　　　　　　　　　　　　* Check the applicable box ☑ or ■
	(1) Research title
	


	(2) Research period
	From
	To

	
	After Approval
	～
	　Year　　　/Month　　　/Day 

	
	* Research starts on the approval date, if the date approved by the committee is later than the starting date applied for.

	(3) Source of research funds
	☐	Internal budget
	Name of budget：

	
	☐	External fund
	Source of fund：
Project Title / PI Name：

	
	☐	Private expenses
	

	
	☐	Other
	

	(4) Items for Evaluation
	☐	New
	

	
	☐	Reapplication
	Reapplication as a result of committee examination.
RECEIPT No.                

	
	☐	Revise
	Changes to approved research subject.
RECEIPT No.                

	[bookmark: _Hlk214264168]
	☐	Simplified review for changes on specific items
	Changes to approved research subjects that fall within specified categories
RECEIPT No.                



II. Implementation structure
	(1) Principal Investigator
* Principal Investigator (PI): The faculty member who bears overall responsibility for the research. If the applicant is a student, the supervisor should be the PI.
Lead Researcher: The individual who is primarily responsible for conducting the research (e.g., a master’s / doctoral student working under the supervision of the PI).

	Affiliation
	Title
	Name
	Principal Investigator / Lead Researcher

	
	
	
	☐　Principal Investigator
☐　Lead Researcher

	
	
	
	*This field should only be completed when the applicant is a student or researcher. 
☐　Lead Researcher

	(2) Lead Researcher, Co-Researchers
* The following individuals are excluded: individuals outside the research institution who only provide experimental samples and information, or individuals who perform part of research-related work upon request of the researcher.
* If the applicant is a student and their supervisor is involved in the research, the supervisor must also be listed.

	Affiliation
	Title (Master’s Program etc.)
	Name
	Task (State whether you are a co-researcher or research collaborator, if applicable.)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	(3) External Affiliation of the Applicant
* Please indicate whether you have any affiliations outside Sophia University that are related to the research project you are applying for.

	☐ No	　　☐ Yes　
* if “Yes”, fill out the following fields:

	Affiliation
	

	Title / Position
	

	(4) Collaborative Research Institutions
* “Collaborative Research Institutions” refers to institutions participating in collaborative research based on research proposals, including institutions that collect new experimental samples and information from research participants and provide them to other research institutions.
* If a principal investigator is placed at a collaborative research institution, state the name of the researcher.

	☐ No	　　☐ Yes
* if “Yes”, fill out the following fields:

	[bookmark: _Hlk220325695]Collaborative Research Institution
	Principal Investigator of the Collaborative Research Institution / Title

	
	

	
	



III. Proposal for Research on Human Subjects
	(1) Location of research activity
Give the names of facilities so that the actual location where your research will be conducted can be identified.

	Groups and organizations that recruit the research participants
	

	The location where the primary investigator will conduct the research project, experiments, and analysis
	

	(2) Objectives and significance of the research
* Give a summary of approximately 10 lines covering the research background, purpose, and objectives, as well as the scientific rationale.
* If you wish to provide a detailed explanation of your research, attach your research proposal to this application.

	











	(3) Research participants and selection process (Attach the flyer calling for participants, if applicable)

	(a) 
Research participants
	☐	18 years old or over
	Number of participants
	

	
	☐	Between 16 and under 18 years old
	Number of participants
	

	
	☐	Under 16 years old
	Number of participants
	

	
	* If any research participants fall under the following categories, please indicate the number below.

	[bookmark: _Hlk127436525]
	☐	Socially vulnerable persons
	Number of participants
	

	
	
	☐	Of them, who have been assessed objectively as incapable of giving consent to participate in research
	Number of participants
	

	(b) Criteria of selecting participants
	






	
	* If you have any exclusion criteria, please describe them below.

	
	


	
	* If your study involves recruiting socially vulnerable individuals or participants who have a personal connection with the researcher (e.g., students enrolled in the principal investigator’s course), please explain the necessity of including them in the research in the section below.

	
	


	(c) Methods of call and selection

	







	
	Whether research participants will be selected or recruited through an institutional manager or the head of a group, organization, etc. 

☐ Yes	　  　 ☐ No
*If “Yes,” complete and attach the “Forms to approval for research implementation (for institutions).”

	(4) Proposal for research
Give a summary: this is required information; do not replace it with attachments. If you are conducting the research as collaborative research with other institutions, 1) describe the division of roles in detail, 2) state whether this application covers the entire research or only the portion to be conducted at Sophia University, and 3) if this application covers only the portion to be conducted at Sophia University, also provide the full research plan and its approval status from the other institutions' ethics committees. If you are applying for a change to your initial research plan, underline or highlight the sections in which you wish to make the changes.

	■Research Design (Research Methods): (Explain the purpose of this research, the research participants, and research recruitment methods.)




	■Methods of data collection:



	■Tools to be used for data collection: (If none, indicate “Not applicable.”)



	■Methods of data analysis:



	(5) Relationship with research approved in the past
* If research with the same or similar content has previously been reviewed by the Ethics Committee and conducted, check “Yes” and describe the relationship between that prior research and the research currently under review.

	☐ No	　　　☐ Yes
* If “Yes,” fill out the following fields:

	Receipt number：
	Research subject：

	 [Relationship to previously approved research and its similarities/differences]



	(6) What Participants will be asked to do 
Describe, in chronological order, how participants will be recruited and what they will be asked to do.

	




IV. Ethical consideration during the research
	(1) Process for obtaining an informed consent *(request for participation, explanation, and how to obtain consent)
* “Informed consent” refers to the process by which the researcher provides an explanation to the research participants or their legal representative (guardian) regarding the research in advance and obtains their understanding of the purpose, significance, methods of the research, as well as burdens and foreseeable benefits and risks. Upon understanding the explanation, the research participants may make a voluntary decision to participate in the research.
* When writing the research description, please refer to the “IC Check Sheet” and the “Example of Description of Research Contents for Participants”

	(a) Eligible person
	☐	Participant

	
	☐	Legal representative (parent, guardian, etc.)
* If you select this option, please also complete section (e).

	
	☐	Others：　

	(b) Method
	☐	Written (incl. electronic means)

	
	☐	Oral    *If “Oral”, need to keep the record.

	
	☐	Both oral and written (incl. electronic means)

	
	☐	Others：　

	(c) 
Specific method of explanation (Attach copies when using a request form and consent form, etc.)
	




	(d) Does the research require deception*?
* In case of obtaining an informed consent from the legal representative, do you need to obtain an assent (“informed assent”) from the research participants?
* “Informed assent” refers to the process by which the participants who have been assessed as being incapable of giving “informed consent” will receive explanation about the research in words easy to understand so that they may voluntarily assent to the research. 

	☐ No 	　☐ Yes  
* If “Yes,” indicate debriefing method below:

	


	(e) In case of obtaining an informed consent from the legal representative, do you need to obtain an assent (“informed assent”) from the research participants?
* Complete this section only if "Legal representative (parent, guardian, etc.)" is selected in item (a) Eligible Participants.
* “Informed assent” refers to the process by which participants who have been assessed as being incapable of giving “informed consent” receive an explanation of the research in easy-to-understand language so that they may assent to the research.

	☐ No　	　☐ Yes  
* If “Yes”, state below the steps and methods:

	Process for obtaining an “informed assent” (Please attach a sample if you are using a written document.):



	(f) Method of confirming participant’s refusal to cooperate or withdrawal from the research; and how to ensure that participants will not be subject to any disadvantages arising from refusal or withdrawal to cooperate in the research.:
* Describe the specific deadline and instructions for research participants to cancel or withdraw their participation.

	


	(g) Where to contact and how to respond when consultation is requested by the participants:
* Please provide your preferred contact information (NOT your mobile phone number) at your own risk.


	


	(2) Relationship with Research Participants or Organizations

	(a) Relationship between the researcher(s) and the research participants
(teacher-student, colleagues in the same laboratory, friends, acquaintances, or familial members, etc.)

	[bookmark: _Hlk213855748]i) Relationship
	☐ No 	 ☐ Yes  
* If “Yes,” fill out the following fields: ii) Details of the Relationship, and iii) Measures.

	ii) Details of the Relationship
	


	[bookmark: _Hlk219374977]iii) Measures to prevent undue influence and to ensure voluntary participation
	☐	Prior to participation, the researcher shall provide a clear and courteous explanation that the decision to participate in the study is entirely independent of any personal relationships, and that choosing not to participate—or withdrawing participation at any time—will result in no disadvantage whatsoever. In particular, for students and similar groups, it must be explained that participation has no effect on grades or evaluations. These measures are taken to prevent personal relationships from creating any sense of pressure to participate and to ensure the voluntary nature of research participation.

The researcher(s) will clearly explain in advance to participants that participation is voluntary, unrelated to personal relationships, and will not result in any disadvantage, including no impact on grades for students, in order to prevent relationships from creating pressure and to ensure voluntary participation.

	
	☐	Other Measures　 * Provide details of the specific measures below.

	
	
	


	[bookmark: _Hlk219471296](b) Relationship with Participating Facilities or Organizations
Please complete the following items if applicable, such as when the researcher(s) is affiliated with any of the participating facilities or organizations.

	i) Relationship
	☐ No 	 ☐ Yes  
* If “Yes,” fill out the following fields: ii) Details of the Relationship and iii) Measures.

	ii) Details of the Relationship
	


	iii) Measures to prevent undue influence and to ensure voluntary participation
	☐	Provide a clear explanation in advance that the study is not part of the organization’s regular activities or operations, and that choosing not to participate—or withdrawing participation at any time—will result in no disadvantage whatsoever. These measures are taken to prevent organizational or interpersonal relationships from creating any pressure to participate and to ensure the voluntary nature of research participation.

The researcher(s) will clearly explain in advance to participants that the study is not part of the organization’s regular activities and that non‑participation or withdrawal will result in no disadvantage, in order to prevent any pressure to participate and to ensure voluntary participation.

	
	☐	Other Measures　 * Provide details of the specific measures below.

	
	
	


	(c) Relationship between Research Participants and Participating Facilities or Organizations
(e.g., when participants are recruited through cooperating schools, hospitals, or welfare facilities, or when the study requests participation from members of a mutual‑aid group) 

	i) Relationship
	☐ No 	 ☐ Yes  
* If “Yes,” fill out the following fields (ii Details of the Relationship / iii Measures)

	ii) Details of the Relationship
	


	iii) Measures to prevent undue influence and to ensure voluntary participation
	☐	Provide a clear explanation in advance that the study is not part of the organization’s regular activities or services, and that choosing not to participate—or withdrawing participation at any time—will result in no disadvantage whatsoever. In particular, for participants who are users of the facility, it must be explained that participation is unrelated to any services provided by the facility; and for participants who are employees, that participation has no relation to evaluations within the organization. These measures are taken to prevent personal or organizational relationships from creating pressure to participate and to ensure the voluntary nature of research participation.

The researcher(s) will clearly explain in advance to participants that the study is not part of the organization’s regular activities, that non‑participation or withdrawal will result in no disadvantage, and that participation is unrelated to facility services for users and unrelated to workplace evaluations for employees, in order to prevent any pressure to participate and to ensure voluntary participation.

	
	☐	Other Measures　 * Provide details of the specific measures below.

	
	
	


	(3) Conflicts of Interest
Economic or organizational interests arising from industry–academia–government collaboration or related activities that may affect the integrity of the research; for example, cases in which the researcher holds a position at the participating organization, receives financial or material support from a company, or intends to commercially exploit the research results.

	i) Relationship
	☐ No 	 ☐ Yes  
* If “Yes,” fill out the following fields (ii Details of the Relationship / iii Measures)
* If “Yes,” please also confirm with Sophia University’s Conflict of Interest Committee whether a separate application is required.

	ii) Details of the Relationship
	


	iii) Measures to Ensure the Integrity and Reliability of the Research Activities
	

	(4) The burden on the research participants and possible risks and benefits. Measures to minimize such burdens and risks.

	(a) Burdens and risks
(Physical and mental burdens and distress, social discrimination and proprietary disadvantages, etc.):

	


	(b) Measures to minimize such burdens and risks:

	


	(c) Measures to be taken when such burdens and risks actually occur
(e.g., if the research involves risks, make arrangements to deal with emergency situations during the experiment, to compensate for health damage, or to take out insurance to cover medical expenses that may arise as a result.):


	


	(d) Whether there are any direct benefits* the participant gets by participating and cooperating in the research:

	☐ No 
* No direct benefits to the research participants, as the research is conducted for the purpose of academic advancement and the benefit of society.
☐ Yes 
* If “Yes,” please fill out the concrete contents of those benefits below.

	



	(e) Payment of remuneration

	☐ No 	　☐ Yes  
* If “Yes”, state below the contents, amount, calculation basis and adequacy of remuneration.
When expenses are paid from internal university budgets or research funds, unit price standards and upper price limits apply. Please refer to “Guidebook for Budget Execution” of Sophia university in advance. For any expenditures that fall outside the prescribed standards, be sure to consult the responsible department beforehand. Note that expenditures outside the established standards are not covered by the approval of this Committee.

	Contents of remuneration
* If multiple studies are conducted, please clearly indicate whether remuneration is provided for each study and, if so, the details thereof. (Example: Questionnaire survey: Book Gift Card ¥500; Interview survey: Cash ¥2,500; Online questionnaire survey: No remuneration.) 


	☐
	Cash remuneration
※The unit price standards need to be confirmed.
	Amount:　

	☐
	Gift cards / Vouchers
※The upper price limit needs to be confirmed.
	Type / Amount:　
(Example entry: Book Gift Card – ¥500)

	☐
	In-kind payments other than gift cards / vouchers
※The upper price limit needs to be confirmed.
	Description and Equivalent Amount:

	☐
	Others
	Details:

	If you need to provide remuneration other than reimbursement of actual transportation costs, describe how such remuneration has been determined and why it is appropriate.




	(5) Personal information

	(a) Contents of personal information etc.* to be collected and collection methods.
* Information such as a name, date of birth, or voice and/or video recording that can identify a specific individual, that may lead to the identification of a specific individual when matched with other information, or that includes an individual identification code*2
* 1) Digitalized data of biological information such as genomic or biometric data, or 2) codes such as a driving license number, passport number, or codes assigned for the use of services, purchase of goods, or issued via documents intended to identify an individual person.
* When handling particularly sensitive personal information (personal information that includes medical history, disability, social status, race, creed, criminal history, records of crime victimization, or other items requiring special consideration to prevent unfair discrimination, prejudice, or other disadvantages to the individual), please give careful consideration to the methods of obtaining, storing, and disposing such personal information and describe them here.

	Forms of Data to Be Collected (Check all that apply)
	☐ Personal information (name, student ID, phone number, email address, social media account, etc.)

	☐ Basic information that may allow personal identification
 (age, gender, place of residence, place of origin, occupation, income, household composition, etc.)

	☐ Biometric data
	☐ Behavioral logs
	☐ Locations

	☐ Text data (free‑text responses that may lead to personal identification, etc.)

	☐ Audio
	☐ Images / Videos
	

	☐ Others:



　

	(b) Anonymous/pseudonymous processing* of personal information etc.
* Total or partial removal of information (including individual identification code) that identifies a specific individual. (This includes cases in which a code or number is assigned that does not allow identification of a specific individual)


	☐	No Anonymous/pseudonymous processing will be performed

	Reason
	

	☐	Anonymous/pseudonymous processing will be performed

	Method
	

	☐	Using information that has already been anonymized/pseudonymized

	Details
	

	☐	Others (e.g., no personal information is collected)

	Details
	

	(c) Storage and disposal of samples, materials and information (includes personal information etc.)

	i) Storage methods
	☐
	[Primarily for the faculty applicants]
Media will be stored in a locked cabinet in the principal investigator’s laboratory, and the electronic data will be stored as password-protected files on a computer in the principal investigator’s laboratory. (If creating a comparison table: The comparison table will be stored in a separate locked locker in the same laboratory.)

	[bookmark: _Hlk213839825]
	☐
	Other than the above
* If “Other than the above,” please indicate specific storage methods below.

	
	
	


	ii) 
Storage manager
	* In principle, the Principal Investigator (PI) shall serve as the Storage Manager.
(This does not preclude the Co‑Investigators from storing or using samples, materials, or information under the PI’s supervision during the research period. However, it is expected that, after the completion of the research period and until the time of disposal, storage and disposal will be carried out under the responsibility of the Storage Manager.)

	
	☐	Principal Investigator    (Name:　　　　　)

	
	☐	Other than the Principal Investigator     (Name:　　　　　)
* Please state the reason below.

	
	
	Reason for designating a member of the research team other than the Principal Investigator as the Storage Manager:



	iii) 
Disposal period
	☐	Dispose of research results after 10 years have passed since publication
* The “7. Points to consider for proper conduct of research activities” in Sophia University Guidelines for Prevention of Misconduct in Research Activities stipulates that “(i) Research materials such as experimental data that are the basis of research results announced in papers or other presentation form shall in principle be preserved for ten years from the date of announcement.”

	
	☐	Other than the above
* If “Other than the above,” please indicate concrete disposal timing below

	
	
	


	iv) 
Disposal methods
	☐
	Paper media is shredded and disposed of, while for electronic media, the data are completely deleted and physically destroyed, so that the data cannot be recovered.

	
	☐	Other than the above
* If “Other than the above,” please indicate concrete disposal methods below

	
	
	


	[bookmark: _Hlk127975821](d) Use of Samples, Materials, and Information (including personal information)

	i) Possibility of being used for future research
	☐ No　	☐ Yes  

	* If “Yes,” please describe both the “Plans to use obtained data in future research” and the “The process to obtain the informed consent from the research participants” below.

	Plans to use obtained data in future research

	


	The process to obtain the informed consent from the research participants

	


	ii) Possibility of providing data to other research institutions
	☐ No　	☐ Yes 

	* If “Yes,” please describe both the “Plans to supply data to other research institutions” and the “The process to obtain the informed consent from the research participants” below.
* In order to share the especially sensitive personal information to a third party, you will need to obtain the informed consent from the research participants.

	Plans to supply data to other research institutions (name of institution, types and scope of data to be shared, etc.)

	


	The process to obtain the informed consent from the research participants

	


	iii) Plans to register data in publicly accessible databases
	☐ No　	☐ Yes 

	* If “Yes,” please describe both the “Plans to register data in publicly accessible databases” and the “The process to obtain the informed consent from the research participants” below.

	Plans to register data in publicly accessible databases (name of the database or repository, types and scope of data to be made public, etc.)

	

	The process to obtain the informed consent from the research participants

	


	(6) Outsourcing

	Are you planning to outsource the research-related work? (Data collection, analysis, etc.)

	☐ No 	　☐ Yes  
* If “Yes”, describe below the outsourced work, the name of the contractor and the supervision scope and method.

	Outsourced work
	


	Contractors
	

	contract document
	☐ No 	 ☐ Yes  

	
	* If “No,” please submit a “quotation” or “specification document” when outsourcing data collection, and a “procedure manual” when outsourcing surveys or experiments.

	Supervision methods
(When outsourcing the research-related work, describe how you will ensure the proper handling of personal information etc. during or after the research.)
	




V. Information release and disclosure (Availability and method of research-related information disclosure, registration, release, publishing to research participants or to the outside)
	(1) Information disclosure to research participants

	(a) Availability of information disclosure to participants

	☐ No 	  ☐ Yes  
* If “Yes”, describe both “Disclosure target” and “Disclosure method and content” below.
* If “No”, describe “Reason for not disclosing the information” below.

	Disclosure target
	☐
	Research participant

	
	☐
	Legal representative of research participant(parent, guardian)

	
	☐
	Affiliated group of research participant (institution director, head of group, organization etc.)

	
	☐
	Other target:

	Disclosure method and content
	



	Reason(s) for 
not disclosing the information
	(To be completed only if “No”)



	(b) In cases where an incidental finding may reveal a serious health risk to the research participant

	☐ No 	　☐ Yes  
* If “Yes,” fill out the following fields

	Measures
	☐
	Provide prior explanation that, as the finding does not represent an accurate medical diagnosis, no notifications will be issued uniformly.

	
	☐
	Beforehand, ascertain whether the participant wishes to receive notification in the event that such a possibility is incidentally identified.

	
	☐
	Other: (Please describe the details in the section below)

	
	
	


	(2) Information disclosure to the outside (academic societies, scientific communities, the general public)

	Availability of information disclosure to the outside

	☐ No 	  ☐ Yes
* If “Yes”, describe below the method and content of the information disclosure and the name of the academic conference at which the research results will be presented.
* If the research results will be published as part of a degree thesis, please check “Yes.”

	Disclosure method and content, if applicable
Describe in terms of 
1) Publication of research results;
2) Accountability for the research.
	

	Name of the academic conference or journal in which the research results will be presented, and the expected presentation date/period.
	



VI. Appling to ethics committee of other institution
	Have you applied to ethics committee of other institution?

	☐ No 	   ☐ Yes   * If “Yes”, state below the status of the ethical review.

	☐
	Under examination / To be scheduled

	☐
	Reviewed (* If the review has been completed, state the review result and attach a copy thereof.):


	Name of the reviewing institution(s):




VII. Others
	Please state whether there are any additional items that you consider important.
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