Annex 2: AF02-03.6/01.0
China Medical University Hospital Research Ethics Committee
Clinical Trial Exempt Review Application Form

	Trial Title
	Chinese:

	1、 
	English:

	Principal Investigator
	Name
	
	TEL
	

	2、 
	Unit
	
	Title
	

	3、 
	E-mail
	

	4、 
	Clinical Trial-related training certificates: □Yes. Hours of training: _____ hours totally within the recent _____ years  □None

	Sub-investigator (If there are more than one sub-investigator, please specify them one by one)
	Name
	
	TEL
	

	5、 
	Unit
	
	Title
	

	6、 
	E-mail
	

	7、 
	Clinical Trial-related training certificates: □Yes. Hours of training: _____ hours totally within the recent _____ years  □None

	Contact Person
	Name
	
	TEL
	

	8、 
	Unit
	
	Title
	

	9、 
	E-mail
	

	1.
Funding Source

□Sponsor: □Fully sponsored □Partially sponsored
□Academic research institute (single-answer)
□CMUH trial □National Science Council □Department of Health, Executive Yuan □National Health Research Institute □Academia sinica 

□Veterans General Hospitals and University System of Taiwan 

□University or Department □National defense research 

□Others (please specify the unit)   
□Self-raised (a non-sponsored study without funding support)
□Other: (please specify the unit)   

	2.
Study Site

□China Medical University □China Medical University Hospital □Branch    

□Other:    

	3.
Study purpose



	4.
Main Inclusion and Exclusion Criteria

1. Subject inclusion criteria:
2. Subject exclusion criteria:


	5.
Please briefly describe how the subjects are enrolled (Selection of participants is equitable.)

	6.
Is there any interaction with the subjects during the trial? □No  
□Yes. Please continue completing the information below:

1. Please indicate the procedure of obtaining the subjects’ consent (including the timing, location and how and who explains the study to the subjects and obtains their consent):
2. Please indicate the information that the subjects will be informed of (including (1) the activities that the subjects participate in are for research purpose; (2) procedures of participation; (3) the participation is voluntary; (4) the name and contact information of researchers):


	7.
Please briefly describe the research tools (e.g. questionnaires and database):



	8.
Information Confidentiality and Privacy Protection for Subjects:

1. Please indicate how the confidentiality of information is maintained:
2. Please indicate how the privacy of subjects is protected:


	8. Please indicate the reason for exempt review:

1. Whether study subjects are minors, inmates, indigenous people, pregnant women, disabled people, psychiatric patients, those considered to be coerced or who cannot make decisions out of their free will.
□No (Please skip to 2)
□Yes (The trial does not meet the criteria for exempt review)
2. Please check the applicable box according to the self-assessment and specify the reason. Whether a trial meets the criteria for exempt review shall be determined by the REC. 
Required criteria:

□(1)
A study with minimal risk where a subject to be enrolled shall not experience any risk higher than that experienced by a non-participant. The said minimal risk refers to the situation where the probability and intensity of harm or discomfort experienced by a subject are not higher than those experienced in daily life.
Please specify the reason:         
Optional criteria:
□(1)
An anonymous, non-interactive and non-interventional study to be conducted in public where the collected information cannot identify individual subjects.
Please specify the reason:         
□(2)
A clinical trial using information which has been lawfully and publicly disclosed and its use of information meets the objective of public disclosure.
Please specify the reason:         
□(3)
A study assessing the effectiveness of public policies conducted by a public agency itself or commissioned to be conducted by a professional institute in order to perform statutory duties.
Please specify the reason (and submit relevant certificates):         
□(4)
A study of educational evaluation or testing or teaching skills or effectiveness evaluation conducted anonymously or in a way where an individual cannot be identified in general teaching environment.
Please specify the reason:         
Note:
The exempt review is not allowed if a trial involves the following: new education policy, random or purposive assignment of students to different education groups, and a physical education involving extreme sports.
□(5)
Other reason

	10.
Principal Investigator Statement

1. I am sure that the content of the application is true and correct. I promise that the trial will be conducted as per the Protocol version approved the REC. If any amendment is to be made and will exceed the original scope of exempt review, it shall be submitted as a new case for review.
2. I understand and promise that the conduct of the clinical trial shall be compliant with the Declaration of Helsinki established by World Medical Association, ethical principles of the U.S. Belmont Report and domestic applicable laws and regulations to ensure subjects’ life, health, personal privacy and dignity.
3. I understand and promise that any unexpected and relevant events and unexpected problems involving a greater risk of damage to subjects or other people during the trial shall be reported to the REC.
4. I promise that the privacy of subjects will be fully protected during the trial or after the end of the trial in compliance with applicable laws and regulations on privacy and confidentiality.
Signature of Principal Investigator:       Date: _____ (MM) _____ (DD), _____ (YYYY)

	Signature of the Unit Supervisor:         Date: _____ (MM) _____ (DD), _____ (YYYY)

	11.
To be Determined by the REC (The following shall be completed by the REC)

	Determined result:
□Meeting the criteria for exempt review.
□Meeting the criteria for exempt review; however, the content is required to be amended.
□Failure to meet the criteria for exempt review; the expedited review is suggested.
□Failure to meet the criteria for exempt review; the full-committee review is suggested.
Comment from the Executive Secretary/Committee Member:
Signature of the Executive Secretary/Committee Member:                          
Date: _____ (MM) _____ (DD), _____ (YYYY)


