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Wenzhou-Kean University Ethics Committee

Application Form for Ethical Review
Application No.:
	Proposal Title
	

	Application Category
	□Exempt Review □Expedited Review □Full Panel Review

	Applicant / Contact (Phone & Email)
	Name, role in affiliation, contact

	Principal Investigator / Contact (Phone & Email)
	Name, role in affiliation, contact

	Team Member (highlight students if involved) / Contact (Phone & Email)
	Name, role in affiliation, contact

	Faculty Advisor (if applicable)
	

	Research Duration
	e.g., 6 months

	Status
	□New application □Re-submitted application after revision □Renewal

□Information update for a previously approved IRB application

	Research Type (multiple choice)
	□Exploration □Verification □Intervention □Epidemiology

□Investigation □Data Collection □Genetic □International Cooperation    □Other: Please type here

	Proposal Design Type

(multiple choice)
	Experimental study:

□Random □Stratified analysis □Double blind □Multiple center trial

Observational study: □Retrospective analysis □Prospective study

Research using biological specimens of humans: □Previously collected and preserved □Collected during research
□Survey and questionnaire

□Other: Please type here

	Research Information
	· Fund source □Government □Industry □Foundation □Academic Group □International Organization □WKU □Self-support

□Other Sponsor: Please type here
· Data and Safety Monitoring Boards (for clinical research only): 

□Yes □No □Not applicable
· External IRB’s decisions on the negation or early discontinuation of the project: □No □Yes→ Please provide related documents in attachment

· Risk greater than the minimal level?

□No → Explain:                           
□Yes → Explain:                           

	Recruitment of subjects (multiple choice)
	· Who will recruit: □PI □Research assistant □Doctor □Other: Please type here
· Approach: □Advertisement □Diagnosis and treatment process □Data base □Intermediary agent □Other: Please type here
· Characteristics of subjects: □Healthy □Patient □Vulnerable groups
□Pregnant woman
· Specification of vulnerable groups (if applicable): □Child/under 18, 

□Adults with cognitive disabilities or health conditions that render them incapable of giving informed consent □PI’s employee or student, □People of low educational/economic status □Patients in the terminal stage of the disease □Prisoners □Other:           
· Information of pregnant woman (if applicable): □No financial incentive to stop pregnancy □Researchers were not involved in the decision to terminate a pregnancy □Researchers were not involved in judging newborn viability

· Compensation for subjects?

□Yes → Please specify:                           
□No

	Process of Informed Consent (multiple choice)
	· Who will collect informed consent: □PI □Research assistant □Doctor 

□Nurse □Other: Please type here
· Location: □Private room/reception room for subject □Clinic □Ward 

□Other: Please type here
· Signature: □by subjects □by legal representative

	Apply for exemption from informed consent
	· □No □Yes→ check information below

· □Use medical records/biological specimens obtained from previous clinical practices;

· □Reuse of medical records/biological specimens;

· □A signed informed consent form poses an undue threat to the subject's privacy; the only record linking the subject's true identity to the study is the informed consent document, and the main risk arises from the disclosure of the subject's identity or personal privacy;
· □The risk to the subject is not greater than the minimum risk, and acts or procedures in the same context do not require signed written informed consent if taken out of the context of "research". Such as interview, email/telephone survey.

	Responsibility Statement of Applicant
	I will carry out this research in accordance with the ethics norms, research protocol and requirements of the Ethics Committee.

	Applicant Signature (faculty advisor as well, if applicable)
	
	Date
	

	College Dean/

Department director signature
	
	Date
	

	List of

attachments
	1. Protocol Description (Exempt Review / Expedited Review / Full Panel Review)

2. Consent Form and Debriefing Form

3. CITI Certificates (for Principal Investigator and Team Researcher):

· Responsible Conduct of Research (choose “Science” Track or “Humanities, Social Sciences, Education, and Arts” Track in the CITI system, according to your research content)

· Human Subjects Research: Social-Behavioral-Educational Researchers (for social science researchers only)
4. CITI Certificates (for Student Researcher/Assistant (if applicable))

· Responsible Conduct of Research (choose “Student” Track in the CITI system)
· Human Subjects Research: Social-Behavioral-Educational Researchers (if involved in social science research)
· Human Subjects Research: Students conducting no more than minimal risk research (if applicable)
5. Other supplementary on WKU letterhead (assent form, survey, flyer, site permission letter, etc.).
Notice: please combine all the above documents into one PDF file.

	For Ethics Committee Use Only

	Office Signature
	
	Date
	

	Review approach
	□Exempt Review   □Expedited Review   □Full Panel Review

Signature of Office Director：                     YY     MM    DD

	Comments from Director of Ethics Committee
	Signature of Director：                           YY     MM    DD


