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Attention: 
1. Please send the above materials to the email zjyykjkli@163.com, for approval, the ethics secretary will return all the final materials through the nails, and inform you to print the paper materials.
2. All the above materials, please submit a set of paper version to the Ethics Office beside Room 310, Building 8, Lingyin Hospital, Zhejiang Hospital, colleagues in Sandun Hospital can be delivered to the hospital office through the hospital commuter bus.

I. Initial Review
1. Initial review application, clinical task projects
(1) Initial ethical application form for clinical subject studies（Section director, subject leader, all team members signed）
(2) Copy of the researcher’s professional resume and the latest GCP certificate
(3) Researcher’s Responsibility Statement
(4) Clinical study protocol（Footer, indicate version number / version date）
(5) ICF from the subjects（Note the version number / version date; who meet the conditions for exemption from informed consent, but the application for exemption from informed consent shall be submitted）
(6) Ads for recruiting subjects (Ignore if not required）
(7) Project Application Form / or Project Feasibility Report / or Project Contract Form
Case report table / or data collection table
II. Follow-up Review
1. Amendment Review Application
(1) Amendment review application
(2) Revised description page for clinical study program or the application revision description page for new technology and new projects
(3) With revised traces and revised clinical research protocol / application for new technology (version number / version date)
(4) Informed consent with corrected traces (indicating version number / version date)
(5) [bookmark: _GoBack]Recruitment material with corrected traces and revised recruitment
(6) Others
2. Follow-up Review
(1) Research progress report
(2) Others
3.  Review of SAEs
(1) Report of SAEs
4.  Plan violation review
(1) Plan violation report
(2) Others
5.  Research review suspension or termination
(1) Research suspension or termination report
(2) Research conclusion report
6.  Concluding Report
(1) Concluding report
(2) Research conclusion report
III. Second Review
1. Second review application
(1) Second review application form
(2) A revised and revised clinical research protocol or new technology and new project application (version number / version date)
(3) Informed consent with corrected traces (indicating version number / version date)
(4) Recruitment material with corrected traces and revised recruitment
(5) Others
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