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Zhejiang Hospital Ethic Review Committee     Responsibility Statement for Major Researchers
The name of the project I’m in charge of is _______________________________________, specialty applied______________, and I will comply with the following in the process of carrying out the clinical test:
Comply with the principles as illustrated by WMA in the ethic requirements as stipulated in laws and regulations including “The Declaration of Helsinki”, “The International Ethical Guidelines for Biomedical Research Involving People” Cooperated by WHO and CIOMS, “The World Human Genome and human Rights Declaration” from UNESCO, and the “Ethic Review Methods for People-Involved Biological Medicine Research (Trial)”, “Ethic Guiding Principles for Research of Human Embryonic Stem Cell” and “The Interim Measures for the Management of Human Genetic Resources”, etc in China.
This research was followed by the clinical research protocol, informed consent, recruitment materials, etc., approved by the Ethics Review Board to protect the health and rights of the subjects. Any modifications to the research protocol, informed consent and recruitment materials must be approved by the ethical review committee before implementation.
The report of serious adverse events or suspected and unexpected serious adverse reactions in Zhejiang Hospital and safety updates during research and development shall be submitted to the ethical review committee of our hospital in accordance with the latest requirements of NMPA/GCP, serious adverse events or suspected and unexpected serious adverse reactions occurring in other centers at home and abroad shall be regularly summarized and submitted to the ethical review Committee, which shall have the authority to make new decisions on their assessment.
Timely submit violation plan report if GCP principles are violated during the research; Suspension or terminate clinical research, submit timely suspend or terminate research report, complete clinical research, and submit conclusion report in time.
Whether the trial started or not, submit the research progress report in the first 1 month of the tracking review date indicated in the approval; projects that need to extend the validity period of the approval must be submitted to the research progress report within 2 months before the maturity date of the approval, before receiving review and approval by the ethics review committee.
Any research projects involving the collection of specimens and data collection of human genetic resources in China must be approved by the China Office of Human Genetic Resources Management before the research can be carried out at the Center.
Before the implementation of the research projects approved by the Ethic Review Committee, the relevant information of the research project shall be registered on the clinical trial registration information system platform of the National Health Commission and the Drug Examination Center according to relevant regulations。

Protect the personal privacy from the research subjects, and accomplish confidentiality task. The process of this research was accurately recorded, all raw data related documents and materials should be archived, drug clinical trials for at least 5 years after the end of the research, and medical device clinical trials for at least 10 years after the end of the research.
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