Annex 1: AF01-03.6/01.0
China Medical University Hospital Research Ethics Committee
Clinical Trial Exempt Review Submission Checklist

	CMUH REC No.: CMUH     -REC   -     (exempt)
	(To be filled in by CMUH REC)

	Principal Investigator:

	Trial Title:

	Item
	Item
	Clarification
	To be checked by the PI
	Confirmed by REC

	1. 
	Clinical Trial Exempt Review Submission Checklist
	
	
	

	2. 
	Clinical Trial Exempt Review Application Form
	The PI and the supervisor of the unit conducting the trial shall sign
	
	

	3. 
	Abstract of the Protocol in Chinese
	Please specify the version date
	
	

	4. 
	Protocol
	Please specify the version date
	
	

	5. 
	CVs and photocopies of the GCP-related training certificates of the PI
	1. Background information such as CVs, publications and training certificates. Please sign on the cover page.
2. Photocopies of clinical trial-related certificates of attendance in training course for 9 hours within the recent three years
	
	

	6. 
	CVs and photocopies of the GCP-related training certificates of the study team members (including the sub-investigator/researchers)
	1. Background information such as CVs, publications and training certificates. Please sign on the cover page.
2. Photocopies of clinical trial-related certificates of attendance in training course within the recent three years
	
	

	7. 
	Study questionnaires, interview outlines or subject recruitment advertisement
	Please submit them (if any) and specify the version and date.
	
	

	8. 
	Official letter for the conduct of the study assessing the effectiveness of public policies by a public agency in order to perform statutory duties
	Required to be submitted for a study assessing the effectiveness of public policies by a public agency in order to perform statutory duties.
	
	

	9. 
	Complete e-files: They should contain the documents mentioned above
	email to irb@mail.cmuh.org.tw
	
	

	10. 
	Making the payment of operating fee NTD _____
	In case you are unable to take the receipt personally, please send with s.a.s.e
	
	

	1.
Please prepare one original copy (for which duplex printing is possible) of the aforementioned application documents, place them in order in a folder and submit the folder to the REC: Research Ethics Committee on the 9th floor of Medical Building 1 at No.2, Yu-De Rd., North District, Taichung City.
2.
If the signature for the acknowledgement of receipt is required, please prepare a checklist separately for the person in charge to sign.

	Applicant’s signature/date:

	To be checked by the REC
□ A re-submission is required. Please submit the following documents:
□ The submission is complete. Signature/date of the person receiving the documents at the REC:


