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	Project Name
	

	Application Category
	□Clinical scientific research projects             

	Sponsor
	
	Applying Department
	

	Major Researchers
	
	Title
	

	Former Ethic Approval Document Number
	

	I. Information of Subjects
1. Total contracted research cases:      persons(s)
2. Grouped cases:      persons(s)
3. Cases finished with observation:      persons(s)
4. Cases of early withdrawal:      persons(s)→ Please attach with additional pages to explain in details about the receipt IDs of early witdrawal, causes and descriptions of the subjects upon withdrawal from the group
5. SAE cases:     persons(s)→ Please attach with additional pages to explain in details about SAE diagnosis, relevance with the test project and conversion of the subjects.
6. SAE cases reported:      persons(s)
7. In the research, the reported cases for non-compliance or plan-violating events:     persons(s)→ Please attach with additional pages to explain events in details
II. Descriptions of Research
1. Grouping date of the 1st case subject:_______________
2. Group withdrawal date of the last case subject: _______________
3. Are there any unexpected SAEs related to research interventions: □Yes     □No
4. Are there issues influencing rights and interests from the subjects in the research: □No     □Yes→Please attach with additional pages for further explanations
5. The SAEs or the important medical events must be reported as per the plan have been timely reported: □Yes    □No    □N.A.
6. The non-compliance or default events have been timely reported: □Yes    □No    □N.A.   


	Signature of Applicant
	
	Date
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