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	National Chengchi University Research Ethics Review Board

	
	New Review Application
(Including: The checklist, application, and principal investigator's affidavit form)


Exempt Review Application Checklist
 Please check one: □ Research project   □ Dissertation (applicable to College Student Participation in MOST Research Projects) 
	Application No.:
(To be completed by the Research Ethics Office (REO))

	Project title:

	Name of principal investigator: 
Unit:

	Contact person:
	Phone number:

	Remarks:
1. Please check each document you have prepared against the list below to ensure all requirements are fulfilled. Check the corresponding box if the document is ready to be included in the application package.
2. Before an application package is submitted to the Board, pages should be attached with color tabs or side labels with the names of corresponding documents for easy reference. The documents should be placed in the appropriate order to facilitate a speedy review. (Please submit 2 original copies )

	Item
	Principal investigator initial check
	REO check

	1. Exempt Review Application form
	□
	□

	2. Project abstract 
	□
	□

	3. Research proposal (please include date and version number)
	□
	□

	4. Up-to-date curriculum vitae of principal investigator/co-principal investigator (with signature on first page)
	□
	□

	5. Proof of number of research ethics training hours or Collaborative Institutional Training Initiative (Citi Program)
Coursework Requirements Report. (If not available, complete the "Research Team Affidavit on the Completion of Ethics Training")
	□
	□

	6. Principal investigator's affidavit
	□
	□

	7. Other (please specify: _______)
	□
	□

	Principal investigator's signature and seal/Date:

	□The package is accepted.
□The package has been received but is missing the following documents: ＿＿＿＿＿
REO signature and seal/Date:



Exempt Review Application (NCCU only)
Application Date: _____/___/___ (yyyy/mm/dd)
	1. Project title (Chinese):
Project title (English):

	2. Principal investigator
Name (Chinese):
Name (English):
Unit:
Title:
Contact number:
E-mail:
	Co-principal investigator
Name (Chinese):
Name (English):
Unit:
Title:
Contact number:
 E-mail:

	3. Project type (check all that apply):
□International multicenter □Domestic multicenter □Domestic single-center 
□Other (please specify): _________________________________________________
□For community studies, describe the impact on the community and the negotiation process:


	4. Funding source(s)
Consigning entity:
□Academic research (□MOE □MOST □MOHW □NHRI □AS 
□Other (please specify):______________________________
□Other (please specify):
□Self-funded (independent project without funding)
Total budget: NT$__________ 

	5. Project duration: ____(yyyy) ____(mm)____(dd) to ____(yyyy)____(mm)____(dd)
Research site:

	6. Please briefly describe research purpose and methodology 

	7. Recruitment of participants and method of informed consent: 

	8. Confidentiality of subject information and protection of privacy: 
(1) Describe how confidentiality is maintained: 
(2) Describe how subjects' privacy is protected: 


	9. Criteria for exempt review: 
The research to be conducted does not involve children, inmates, indigenous people, pregnant women, people with physical or mental disorders, people with mental illnesses, or individuals deemed or determined by the board as vulnerable to coercion or undue influence, and fulfills one of the following descriptions: 
· Anonymous, non-interactive, nonparticipating observation of public behavior and recording of information in such a manner such that subjects cannot be identified.
· Using existing information that is lawfully and publicly available for objectives consistent with the purpose of disclosure. 
· Government agencies performing official duties and conducting assessments of public policies on their own or by commissioning professional institutions.
· Educational evaluation conducted in a general teaching environment or research on testing, teaching techniques or performance evaluation.
· The probability of harm or injury occurring as a result of participation in the research study is minimal, where the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater than those ordinarily encountered in daily life.


	10. Contact Information
Name of contact:
Unit (specify name of institution for non-NCCU departments):                 
Title:
Contact number: 
Mobile telephone：                   Fax: 
E-mail：
Mailing address:


The information above has been completed by the applicant who has ensured accuracy to his/her best knowledge. The applicant agrees to be held legally liable for any false or purposely withheld information.
Applicant's signature and seal: 
Date:  ____________ (yyyy/mm/dd)
Remarks
1. If documents are found to be missing from a review application package, the Board will notify the principal investigator and request that the outstanding documents be submitted. Failure to submit any or all of the outstanding documents by the specified deadline will give the Board the right to unilaterally reject the application without initiating a review process.
2. Projects that have been approved by the Board and are still in progress will be evaluated regularly based on the potential risks to research participants and in accordance with the applicable laws and regulations as well as rules regarding the establishment of review boards and related procedures. Principal investigators shall, in addition, at the Board's request, provide assistance and any research related data to facilitate Board inspection.
3. The Board may decide, while a project is in progress, whether or not to conduct follow-up reviews and their frequency based on the characteristics, risks, and frequency of serious adverse events of the project. In addition, the Board may perform onsite inspection as needed, and the principal investigator shall provide all necessary assistance.
4. When research projects are submitted to the Board by institutions on behalf of their faculty members, the institutions shall be responsible for assisting principal investigators’ compliance with REO requirements. Principal investigators and their institutions are jointly responsible for guaranteeing compliance of their projects with research ethics as stipulated by the REO.
5. When conducting a project, the principle investigators’ institutions and project personnel shall comply with the regulations of the Republic of China including, but not limited to, the Medical Care Act, the Human Subjects Research Act, the Regulations on Human Trials, the Guidelines for Collection and Use of Human Specimens for Research and other applicable laws and regulations, safeguard the safety and rights of research participants, and exercise the due care of a prudent administrator. If an institution or project personnel violates the law or research ethics related guidelines or intentionally or negligently causes damages to the psychological or physical health, privacy, property or any other rights of a research participant or third party in the process of executing a project, the institution or the project personnel shall be held solely responsible for any legal liabilities and damages.
6. To protect the rights and interests of research participants, project executing institutions are responsible for overseeing project execution and enforcing disciplinary actions as needed. The Board should be promptly informed of any of the following circumstances:
(1) Change of project details that sufficiently impacts the rights and interests, safety and   well-being of research participants or project execution.
(2) Unforeseen serious adverse events in the process of executing a project or developing a product and the response measures that have been taken.
(3) Circumstances that may affect project execution and potentially threaten the safety and rights and interests of research participants.
7. Project executing institutions shall retain full discretion regarding research projects that have been reviewed and approved by the Board, and shall have the right to decide whether to permit, suspend or terminate such projects. Project executing institutions shall notify the Board in advance and adopt the necessary measures to protect the rights and interests of research participants.
I have read and understand the information above and hereby agree to comply with the terms and conditions.
Name of Principal Investigator: 
Unit:
Investigator Name: _________________
Signature: ______________________
Date: _____/___/___ (yyyy/mm/dd)
Name of Co-Principal Investigator: 
Unit:
Investigator Name: _________________
Signature: ______________________
Date: _____/___/___ (yyyy/mm/dd)
Name of department chair/institute director/center director:
Unit:
Name: _________________
Signature: ______________________
Date: _____/___/___ (yyyy/mm/dd)
Name of college dean:
Unit:
Name: _________________
Signature: ______________________
Date: _____/___/___ (yyyy/mm/dd)
Principal Investigator’s Affidavit
(All principal investigators and co-principal investigators of the project are required to sign this affidavit)
I. I understand the project shall be executed in compliance with the ethical principles stipulated in the Declaration of Helsinki. I also agree to comply with the Declaration of Helsinki and the laws and regulations of the Republic of China and to protect the life, health, privacy and dignity of research subjects.
II. I guarantee that the project shall be executed in accordance with the proposal approved by the competent authority or the Research Ethics Review Board.
III. I understand and adhere to research ethical guidelines in all aspects and consent to inspections conducted by relevant competent authorities.
IV. I guarantee that all research data shall be recorded, processed, filed and stored in order to enable accurate reporting, presentation and verification.
V. I promise to protect the privacy of participants during and after execution of the project. Furthermore, confidentiality of personally identifiable information shall be maintained throughout the project in compliance with the applicable laws and regulations on privacy and confidentiality.
VI. I promise to abide by the procedure of having participants sign consent forms as proposed, and I or an authorized team member will explain the process in detail and obtain informed consent. The project will not be executed until participants have voluntarily submitted informed consent forms.
Principal investigator's signature 
Investigator Name: _________________
Signature: ______________________
Date: _____/___/___ (yyyy/mm/dd)
Co-principal investigator’s signature 
Investigator Name: _________________
Signature: ______________________
Date: _____/___/___ (yyyy/mm/dd)
(Please add separate fields as needed if more space is required for co-principal investigator signatures) 
