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	I. Information of Subjects
1.  Total case number of contracted research:     person(s)
2.  Grouped case number:      person(s)
3.  Number of cases finished observation:     person(s)
4.  Number of cases with early withdrawal:      person(s)→Please attach with additional pages to explain about the IDs of early withdrawal subjects, the causes and descriptions of the subjects when the withdraw from the group in details
5.  Number of SAE cases:      person(s)→ Please attach with additional pages to explain the SAE diagnosis, relevance with test project and conversion of subjects in details.
6.  Number of SAE cases reported:      person(s)
7. Number of reported non-compliance or plan default events:     time(s)→ Please attach with additional pages to explain about the non-compliance or plan default events in details
II. Descriptions of Research Progress
1. Research phase: ：□ Research not initiated yet     □Subjects are being recruited (not grouped yet)     □Research being carried out    □Test intervention on subjects have been completed    □Later period data processing phase
2. Are there any circumstances influencing research progress: □No       □Yes→Please attach with additional pages for further explanations
3. Are there any unexpected SAEs irrelevatn to the test? □No       □Yes→Please attach with additional pages for further explanations
4. Research risks have exceeded the expectation or not?  □Yes       □No
5. Are there any literatures, reports or latest research results influencing the research risks/interest ratio? □No       □Yes→Please attach with additional pages for further explanations
6. There are issues in the research influencing rights and interests from the subjects: □No       □Yes→Please attach with additional pages for further explanations
7. The SAEs or important medical events must be reported according to the plan have been reported timely: □Yes      □No     □N.A.
8. The non-compliance or default events occured during the research have been reported timely: □Yes      □No     □N.A.
III. Others
Apply to extend the validity of the ehtic review approval document or not: □Yes      □No
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