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	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；      □PhaseⅣ；     (Others：       

	Sponsor
	
	Specialty Applied
	

	Major Researchers
	
	Title
	

	Original Ethic Approval Document No.
	

	Information of Subjects
Contracted total cases in research:     person(s)
Grouped cases:     person(s)
Cases observed:     person(s)
Cases withdrawn in advance:      person(s)→ please attach additional pages to explain the subject number, reason and descriptions of the subject upon exit for withdrawal in advance in details.
Cases with serious adverse events:     person(s)→ please attach additional pages to explain the SAE diagnosis, relevance with test items and transfer of subjects in details.
Serious adverse event cases reported:      person(s)
Quantity of cases reported in research process for noncompliance or violation:     person(s)→ please attach additional pages to explain the events in details.
Research Descriptions
Group-in date for 1st subject:_______________

Group-out date for last subject: _______________

Are there any events irrelevant to research or with unexpected serious adverse effects: □Yes     □No
Are the rights and interests from the subjects influenced in the research:□No     □Yes→please attach additional pages to explain
The serious adverse events or the important medical events as stipulated in the plan have been reported in time: □Yes    □No    □NA
The noncompliance or violation events have been reported in time: □Yes    □No    □NA

	Signatures of Major Researchers
	
	Date
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