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	Project Name
	

	Former Ethic Approval Document No.
	
	Times of Amendment
	

	Sponsor
	
	Applying Department
	

	Major Researchers
	
	Title
	

	Category of Amendment
	□Clinical test plan　 ICF 　　  □CRF
□Researcher’s Manual　　 □Documents for Subject Recruitment　　□Others     

	Documents Submitted and Version No.
	


	Influences from Amendment on Research
	1. If the amendment has increased the expected risks of the research:  Yes    No
2. If the amendment has reduced the expected earnings from the subjects:  Yes    No
3. If the amendment is involved with the weak groups:  Yes    No
4. If the amendment has increased the duration or costs from the subjects in participating the research:  Yes    No
5. If the amendment has caused influences on the subjects admitted:  Yes    No  N.A.
[bookmark: _GoBack]6. Will the ICF be re-obtained by the subjects in research:  Yes    No

	Reasons to Amendment:


Contents of Amendment:












	Signature of Applicant
	
	Date
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