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Zhejiang Hospital Ethic Review Committee    Initial Review Application for Clinical Test of Medical Equipment
A　Basic Project Information
	Project Name
	

	Product Name
	
	Model and Specifications
	

	Indications
	

	Category of Medical Equipment (Multi-option)
	1.□Domestic                 □Overseas                              

2.□Class I                    □Class II                     □Class III
3.□Active                      □Inactive                                               

3.□Equipment getting in touch or entering into human body        □Equipment not getting in no touch with human body

	Type of Plan Design (Multi-Option)
	□International multi-center       □Domestic multi-center       □Single center    

□ Interventional research                □ Observative research

	Collection of Biological Specimens (Multi-Option)
	□Yes [If Yes, will it be delivered to overseas lab for testing □Yes  □No]      □No

	
	Type of Biological Specimen (Multi-option):   □Blood      □Urine     □Tissue specimen
□Others, please specify:       

	NMPA Approval Document No.
	
	Similar Products in China
	□Yes     　□No

	Group Leader Unit
	
	Ethic Telephone Number of Group Leader Unit
	

	Quantity of Test Centers
	
	Starting and Ending Date of Research
	M. .Y.—D. M. Y.

	Total Cases of Test Research
	
	Research Cases of This Organization
	  

	Standard of Registered Product
	□Yes　　　　□No
	Self-test Report
	□Yes　　　　　□No

	Product Registration Test Report
	□Yes 　　   □No
	Animal Test Report
	□Yes　　　　　□No

	If this research plan once vetoed by other other ethic committee(s)?      (Yes      □No
If this research plan once suspended or terminated?             □Yes         □No
If there is data safety committee/data monitoring plan for this research?     □Yes         □No


B　Information of Sponsor
	Sponsor
	

	Project Person-in-charge
	
	Tel/Email
	

	Name of Inspector
	
	Tel/Email
	


C　CRO Information (if applicable)
	CRO Name
	

	Designated CRO Contact Person
	
	Tel/Email
	


D　Information of Major Researchers
	Specialty Applied
	
	Specialty Person-in-charge
	

	Names of Major Researchers
	
	Tel/Email
	


E　Information of Subjects Recruited
	Age Range of Subjects
	

	Subject Group
	□Healthy people  　　　     □Patients

	Weak Groups Involved or Not
	□Minors       □Pregnant/fetus       □Mental disease patient     □Prisoner
□Terminally ill person     □Poor/person not covered by medical insurance   □Cognitively impaired      □Illiterate
□Subordinate/student of researcher       □Employee of research unit or sponsor   □None

	Exceptional Cases for Informed Consent
	□No, without this circumstance   □Yes, please fill in the following options

	
	□ Apply for research fails to obtain informed consent under the following emergency circumstances:
The research groups are under emergency circumstances endangering their lives, and quick interventions are required after outbreak.
Under emergency circumstances, most patients cannot give informed consent, and no time to find a legal deputy.
Lack of proven effective treatment methods, while the test drug or interventions may save their lives, resume their health or alleviate their pains.
□ Apply to exempt informed consent, and the research using the medical records/biological specimens obtained from the previous clinical diagnosis and treatment.
□ Apply to exempt the informed consent, the second-use of research medical records/biological specimens.
□ Apply to exempt the signatures for informed consent, the signed informed consent will pose inappropriate threats to the privacy from the subjects, the only record for contacting the true status and research from the subjects is the informed consent document, and the major risks come from disclosure of the subject’s status or personal privacy.
□Apply to exempt the signatures for informed consent, the risks posed by the research are no more than the minimal risks, and if the “research” background is deviated, the written informed consent is not required to be signed under same circumstances. For example, interview research, e-mail or telephone survey.


F Information of Research Team Members
	Names
	Gender
	Technical Title
	Time of GCP Training
	Divisions of Duties
	Contact Tel No.
	Signatures

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


G  Statements and Signatures for Conflict of Interests from Major Researchers
	Conflict of Interests
	□I have no conflict of interests with this project    □I have conflict of interests with this project

	Statement of Responsibilities
	The contents of application documents submitted by me are true, and this clinical research will be undertaken in accordance with GCP principles and the requirements from ethic review work. I will coordinate with the ethic review committee to complete the amendment review, yearly/regular tracking review, final review, serious adverse event review and other relevant tasks, and will jointly protect the subjects on their safety, rights and interests.

	Signatures of Major Researcher
	
	Date
	


Appendices 1: List of Submission
(Mark in the corresponding □ of the documents submitted, fill in the version number and date,and bind into a book by the following order)
□ Initial Review Application for Clinical Medical Equipment Test of Zhejiang Hospital (PI Signature/Date)
□ Professional resume of research team members (signatures/date) and 1 latest GCP certificate copy
□ Responsibility statement from major researchers, and statement for conflict of interests from research team members
□ Approval document from State Drug Administration on Clinical Test or Registration Approval Document (applicable for Class III medical equipment)
□ Ethic approval document from Center Leader Unit (including the comments from other ethic committees disagreeing with the test, and it shall be provided if applicable)
□ Registration approval document after import or coming into the market
□ Signature page of test plan
□ Clinical test plan (each page shall be indicated with version number /date)     

□ Informed consent (each page shall be indicated with version number /date)        

□ Advertisement for recruiting the subjects and its release media (it shall be provided if applicable, and each page shall be indicated with version number /date)           

□ Registered product standard or corresponding national standard and industry standard already approved after re-examination
□ Product operation manual (shall be provided if applicable)
□ Product self-test report
□ Test conformity report on test instruments issued by the organization as designated by NMPA
□The summary that the facilities and conditions from clinical test organization could meet the test requirements
□The statement that the development of the test-purpose medical equipment meet relevant requirements from the applicable medical equipment quality management system
□ Animal test report
□ Instructions for clinical test of medical equipment
□ Researcher’s Manual (shall be provided if applicable, and each page shall be indicated with version number /date)        

□ Sample for Case Report and other relevant documents (each page shall be indicated with version number /date)       

□License for medical equipment manufacturer
□ Business license and other qualification certificates from the Sponsor
□ Consignment agreement between sponsor and CRO and the business license of CRO (shall be provided if applicable)
□ Insurance certificate (recommend to provide)
□Ethic review cost payment agreement and invoicing information
□ Other important documents (such as explanations to data safety monitoring plan, and qualification for biological specimen tester organization, etc)
Add.: No.12 Lingyin Road, Hangzhou City     Post Code: 310013   Tel: 0571-81595231    Contact Person: Xie Xiaoping    E-mail: zjyykjkli@163.com

