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 A　Basic Information of Project
	Name of Scientific Research Task   
	

	Task Source
	
	Project Number
	

	Applying Organization
	
	Applying Department
	

	 Project Person-in-charge
	
	Signature of Department Person-in-charge
	

	Was this research plan once vetoed by other ethic review committees? 　□Yes      　　 □No
Was this research plan once suspended or terminated?       　        □Yes      　　 □No


 B Information of Major Researchers 
	Names of Major Researchers
	
	Tel/Email
	

	Designated Contact Person of Researchers
	 
	Tel
	 


C　Information of Subjects     
	Headcount of subjects involved at this organization
	

	Age range of subjects
	

	Subject groups
	□Normal persons    　　　     □Patients

	Weak groups involved or not
	□Juniors     □Pregnant women/fetus      □Mental disease patients   □Prisoners
□People in serious illness   □Poor people/People not covered with medical insurance  □Cognitively impaired   □Illiterates
□Researchers’ subordinates/students   □Employees of research undertaker or sponsor   □None

	Exceptions of ICF
	□No, such circumstances are not involved  □Yes, please fill in the following options

	
	I. Apply for research fail to obtain ICF under the following emergency circumstances:
□The study population is in a life-threatening emergency and requires intervention soon after onset.
□In an emergency, most patients are unable to give informed consent and have no time to find a legal agent.
□The lack of treatments that have been proven effective, and trial drugs or interventions are expected to save lives, restore health or reduce pain.
II. Apply to obtain ICF from subjects after finishing research:
□In a psychological study, if the accuracy of the study result may affect the question, the investigator fully informed the subject and obtained written informed consent after the completion of the project study while ensuring that the subject was not harmed.
III. Application for Waiver of ICF Signatures:
□Application for waiver of informed consent from signature.Signed informed consent poses an improper threat to the privacy of the subject, the only record contacting the true identity and the study is the informed consent document, and the primary risk comes from the disclosure of subject identity or personal privacy.
IV. Apply to waiver the ICF in the following circumstances:
□ Biosample donors have signed informed consent that donated samples and related information will be available to be used in the field of research involved。
Using the biological samples or data of identifiable information, the subject had been unable to ask for informed consent again, and the research project took sufficient measures to protect personal information。


D Researchers’ Resumes
	Name
	Gender
	Educational Background
	Technical Title
	Received GCP training or not
	Contact Tel
	Signature

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	                              
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


E Statements and Signatures for Conflicts of Interests from Major Researchers
	Conflicts of interests
	□I have no conflicts of interests with this project  □I have conflicts of interests with this project

	Responsibility statement from applicant
	I will follow the requirements from GCP, ICH-GCP, the research plan and Ethic Review Committee in undertaking this clinical research.

	Signature of Applicant
	
	Date
	






Appendices 1: List of Submission
（Mark in corresponding □ of the documents submitted, fill in the version number and date, and bind into a booklet by the following order）
1. □Initial review application for Clinical Task Research of Zhejiang Hospital
2. □Professional resumes and GCP certificate duplicated copy by 1 set (latest) from the major researchers
5. □Responsibility statement from researchers
6. □Clinical test plan   Chinese Version No.:     Date: English Version No.    Date:
6. □ICF           Chinese Version No.:     Date: English Version No.    Date:
7. [bookmark: _GoBack]□Ads for recruiting subjects       Chinese Version No.:       Date:
8. □1 set of scientific research project approval document/task letter  
9. □ Case report form


Add.: No.12 Lingyin Road, Hangzhou City  Post Code: 310013  Tel: 0571-81595231  Contact Person: Xie Xiaoping
