Zhejiang Hospital Ethic Review Committee   Regular or Yearly Research Progress Report  AF/SQ-07/01.0

Zhejiang Hospital Ethic Review Committee     Regular/Yearly Research Progress Report
	Project Name
	

	Category of Clinical Test
	□Clinical drug test   □Clinical equipment test 　   □Clinical IVD reagents test

	Phases of Clinical Test
	□PhaseⅠ；  □Phase Ⅱ；  □Phase Ⅲ；   □Phase Ⅳ；    □Others:       

	Sponsor
	
	Specialty Applied
	

	Major Researchers
	
	Title
	

	Original Ethic Approval Document No.
	
	Follow-up Review Frequency
	

	Information of Subjects
 Contracted total cases of research:      Person(s)
 Grouped cases:     Person(s)
 Observed cases:     Person(s)
 Cases withdrawn in advance:     Person(s)     → Please attach additional pages to indicate the numbers of subjects, reasons and descriptions of subjects upon group-out for withdrawal in advance in details
 SAE cases:     Person(s) → Please attach additional pages to explain SAE diagnosis, relevance to the test project and conversion of the subjects in details
 SAE cases reported:      Person(s)
 Cases of noncompliance or violation events reported:     Time(s)→ Please attach additional pages to explain the noncompliance or violation plan in details
Research Progress
Research phase: □Research not started      □Under recruitment of subjects (not grouped)      □Carrying out research  

            □The test interventions for the subjects have been completed   □The test follow-up visits for the subjects have been completed   □Late data processing phase
Are there circumstances influencing research progress: □No       □Yes→Attach additional pages
Are there any unexpected SAEs related to test interventions: □No       □Yes→Attach additional 受益比pages
The research risks have beyond expectation?  □Yes       □No
Are there any literature, reports or latest research results influencing the research risks/benefit ratio?  □No       □Yes→Please attach with additional pages to explain
Are there any issues influencing rights and interests from the subjects in the research: □No       □Yes→Please attach with additional pages to explain
The SAEs or the important medical events must be reported as defined in the plan have been reported in time:   □Yes      □No     □Not involved
8. The noncompliance or plan-violation events occurred during research have been timely reported:        □Yes      □No     □Not involved
III. Others
The validity of the ethic review approval document for this project research is up to:__________；Apply to extend the validity of the ethic review approval document or not: □Yes   □No

	Signatures of Major Researchers
	
	Date
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