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Zhejiang Hospital Ethic Review Committee   Noncompliance or Violation Plan Report
	Project Name
	

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

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

	Sponsor
	
	Specialty Applied
	

	Major Researchers
	
	Title
	

	Original Ethic Approval Document No.
	

	Research Phase: □Research not started yet      □Under recruitment of subjects (not grouped yet)   □Carrying out research (Test interventions on subjects have been finished   □Test follow-up visit for subjects have been finished     □Late data processing phase
Descriptions of Violation Plan
Date of occurrence for noncompliance or violation:________________； Date of discovery  for noncompliance or violation:_______________

Serious violation plan   □Yes     □ No（(1)-(5) could be skipped if No is chosen）

Subjects covered in noncompliance standard: □Yes       □No
In the research process, complying with the standard for suspending research but not withdrawing the subjects: □Yes       □No
Giving the subjects wrong treatments or incorrect dosage: □Yes       □No
Giving the subjects drug combinations as prohibited by the plan: □Yes       □No
Any specific procedures or assessments deviating from the research, with the research behaviors causing significant influences on the rights and interests, safety or health to the subjects or causing the same to the research results: □Yes       □No
Continuous violation plan (not belonging to the foregoing serious violation plan, but belonging to repeated violation plan): □Yes    □No
The researcher doesn’t cooperation supervision/inspection: □Yes    □No
The violation events will not be corrected: □Yes    □No
Descriptions of violation event: (form could be attached for further explanations)
II. Influences from Violation Plan
Influence the subjects’ safety or not: □Yes       □No
Influence the subjects’ rights and interest or not: □Yes       □No
With significant influences on research results or not: □Yes       □No
III. Treatment Measures for Violation Plan（Form could be attached for further explanations）


	Signatures of Major Researchers
	
	Date
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