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Zhejiang Hospital Ethic Review Committee     Ethic Review Submission List
Particular Attention:
The submission materials are separated by page paper in the following order and bound in a black punched folder, after the confirmation by the Secretary of the Ethic Committee, mark “√” in front of the “□” of the documents meeting requirements.
The Sponsor confirms that the materials submitted below do not contain false components and that the information not provided shall be written.
All the following materials shall be stamped with the official seal of the applicant, including the cover seal and riding seal (the official seal of the authorized unit).
Before submitting the paper documents for the project, visit the clinical drug test management platform of our hospital, pre-submit the electronic format of all the documents, and it will proceed to the ethic processing phase after the project is being recognized by the clinical drug test organization and after being approved by the major researchers, submit 1 copy of the complete set paper documents signed after ethic processing, additionally another 14 copies of simple version shall be submitted for joint review projects, and the Sponsor shall take back the 14 simple version documents after finishing the joint review.
The simple version shall include the application form for examination, clinical trial approval or record approval document, clinical trial plan, informed consent, recruitment subject material, applicant qualification document (see red document below).

Contacts of Ethic Office:
E-mail: zjyykjkli@163.com   Secretary: Xie Xiaoping     Office Tel: 0571-81595231 

Add.: Ethic Office, Floor 3, Building 8, Zhejiang Hospital, No.12 Lingyin Road, Xihu District, Hangzhou City, Post Code:310013

Initial Review
Initial Review Application, Clinical Drug Test
□ Initial Review Application for Clinical Drug Test of Zhejiang Hospital (PI Signature/Date)
□ Professional resumes of the research team member (signatures/date) and 1 copy of the latest GCP Certificate
□ Statement of responsibility from major researchers and statement for conflict of interests from research team members
□Clinical test approval document or registration approval document from State Drug Administration (applicable for registration clinical test)
□Ethic approval document from the Group Leader Unit of the Center (including the comments from other ethic review committees disagreeing with the test, and shall be provided if applicable)
□Product registration approval document after import or marketing (shall be provided if applicable)
□Drug test report
□Signature page of test plan
□Clinical test plan (indicated with version number/date)                 

□Informed consent (indicated with version number/date)        

□Advertisements for subject recruitment and its release form (shall be provided if applicable, and shall be indicated with version number/date)    

□Researcher’s Manual (indicated with version number/date)
□Animal test results shall be provided for Phase I Clinical Test; preliminary clinical test results shall be provided for Phase II/III Clinical Test; the drug instructions shall be provided for Phase IV Clinical Test       

□Sample of Case Report Form and other relevant documents (indicated with version number/date)             

□Drug manufacturing license
□GMP Certificate of drug
□Qualification documents like Business License, etc of the Sponsor
□Consignment agreement between the 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 data safety monitoring plan explanations, and biological specimen testing organization qualification, etc)
Initial Review Application   Clinical Medical Equipment Test
1. □Initial Review Application for Clinical Drug Test of Zhejiang Hospital (PI Signature/Date)

2. □Professional resumes of the research team member (signatures/date) and 1 copy of the latest GCP Certificate
3. □Statement of responsibility from major researchers and statement for conflict of interests from research team members
4. □Clinical Test Approval Document from State Drug Administration (Applicable for Class III Medical Equipment)
5. □Ethic approval document from the Group Leader Unit of the Center (including the comments from other ethic review committees disagreeing with the test, and shall be provided if applicable)
6. □Product registration approval document after import or marketing
7. □Signature page of test plan
8. (Clinical test plan (indicated with version number/date)       

9. □ Informed consent (indicated with version number/date)         

10. □Advertisements for subject recruitment and its release form (shall be provided if applicable, and shall be indicated with version number/date)           

11. □Registered product standard passed in second review or corresponding national and industry standards
12. □Product operation instructions (shall be provided if applicable)
13. □Product self-test report
14. □Conformit report on test of testing equipment from the organization designated by NMPA
15. □A summary declaring the facilities and conditions from the clinical test organization could meet the test
16. □A statement declaring the development of test-purpose medical equipment meet relevant requirements from the applicable medical equipment quality management system
17. □Animal test report
18. (Instructions to Medical Equipment Clinical Test
19. □Researcher’s Manual (shall be provided if applicable, and shall be indicated with version number/date)       

20. □Sample of Case Report Form and other relevant documents (indicated with version number /date)       

21. □Medical equipment manufacturer’s license
22. □Sponsor’s Business License and other qualification certificates
23. □Consignment agreement between the Sponsor and CRO and CRO’s Business License (shall be provided if applicable)
24. □Insurance certificate (shall be provided if applicable)
25. □Ethic review cost payment agreement and invoicing information
26. □Other important documents (such as data safety monitoring plan explanations, and biological specimen testing organization qualification, etc)
(III) Initial Review Applicat ion    Clinical IVD Reagents Test
□Initial Review Application for Clinical IVD Reagents Test of Zhejiang Hospital (PI Signature/Date)
□Professional resumes of the research team member (signatures/date) and 1 copy of the latest GCP Certificate
□Statement of responsibility from major researchers and statement for conflict of interests from research team members
□Ethic approval document from the Group Leader Unit of the Center (including the comments from other ethic review committees disagreeing with the test, and shall be provided if applicable)
□Product registration approval document after import or marketing
□Signature page of test plan
□Clinical test plan (each page is indicated with version number/date)     

□Informed consent (shall be provided if applicable, and each page is indicated with version number/date)         

□Advertisements for subject recruitment and its release form (shall be provided if applicable, and each page shall be indicated with version number/date)          

□Registered product standard passed in second review or corresponding national and industrial standards
□Assessment reagents/contrast reagents/verification reagents product user’s manual (shall be provided if applicable)
□Product self-test report
□Conformity test report on the testing apparatus from the organization as designated by NMPA
□A summary declaring the facilities and conditions from the clinical test organization could meet the test
□A statement declaring the development of test-purpose medical equipment meet relevant requirements from the applicable medical equipment quality management system
□Instructions to clinical test of medical equipment
□Researcher’s Manual (shall be provided if applicable, and each page shall be indicated with version number/date)       

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

□License from the medical equipment manfuacturer
□Business license of the Sponsor and other qualification documents
□Consignment agreement between the Sponsor and CRO and the Business License of CRO (shall be provided if applicable)
□Insurance certificate (shall be provided if applicable)
□Ethic review cost payment agreement and invoicing information
□Other important documents (such as data safety monitoring plan explanations, and biological specimen testing organization qualification, etc)
Follow-up Review
Amendment Review Application
□Amendment Review Application of Zhejiang Hospital Ethic Review Committee
□Corrected clinical research plan/informed consent/recruitment advertisement and other relevant documents (each page is indicated with version number/date)
□Explanations to corrections made to clinical research plan or other relevant documents (indicate the page and row line before revision, and the contents after revision and reason)
□Clinical research plan with revision traces/informed consent/recruitment advertisement and other documents
□Decision document from Group Leader Ethic Committee (shall be provided if applicable)
(Other important documents
Regular/Yearly/Daily Follow-up Review Application
□Regular/yearly or daily research progress report of Zhejiang Hospital Ethic Review Committee (PI Signature/Date)
□Unexpected events report summary form (if necessary)
□Specific explanations to circumstances occurred in research process
□Decision document from Group Leader Ethic Committee (shall be provided if applicable)
□Other important documents
Safety Report Review Application
□SAE/suspicious and unexpected adverse reaction report (PI Signature/Date)
□Safety information summary report
□Report involving death events shall contain the autopsy report and final medical report 

□Other important documents
Noncompliance or Violation Plan Report Review Application
□Noncompliance or Violation Plan Report of Zhejiang Hospital Ethic Review Committee (PI Signature/Date)
□Explanations to specific conditions like analyses, improvement measures, and so on for noncompliance or violation plan
□Other important documents
Suspended/Terminated Research Report Review Application
□Suspension/Termination Report of Zhejiang Hospital Ethic Review Committee (PI Signature/Date)
□Concluding Summary
□Other important documents
Restart Application for Suspended Research
□Restart Application for Suspended Research of Zhejiang Hospital 
□Other important documents
(VII) Final Report
□Final Report of Zhejiang Hospital Ethic Review Committee (PI Signature/Date)
□Concluding summary from the Center
□Research summary report (shall be provided if applicable)
□Other important documents
Second Review
Second Review Application
□Second Review Application Form of Zhejiang Hospital Ethic Review Committee (PI Signature/Date)
□Corrected clinical research plan/informed consent/recruitment advertisement and other relevant documents (inidcate version number/date)
□Explanations to corrections made to clinical research plan or other relevant documents (indicate the page and row line before revision, and the contents after revision and reason)
□Clinical research plan with revision traces/informed consent/recruitment advertisements and other relevant documents
□Other important documents
Application for Restart after Suspension
□Restart Application Form after Suspension for Zhejiang Hospital Ethic Review Committee (PI Signature/Date)
□Other important documents
Add.: No.12 Lingyin Road, Hangzhou City     Post Code: 310013   Tel: 0571-81595231    Contact Person: Xie Xiaoping    E-mail: zjyykjkli@163.com

