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The name of the project under my responsibility is ____________________________________, the applying speciality____________, and I will follow the followings in the process of carrying out the clinical test:
1. Please follow relevant laws, regulations and bylaws from China, CFDA “Code for Management of Clinical Drug Test Quality (2003)”, “Code for Management of Clinical Medical Appliance Test (2016)”, WMA “Declaration of Helsinki” (2013) and CIOMS “International Ethic Principles for Relevant Researches Involving People’s Health” and the ethic principles from National Health Commission in “Ethic Review Methods for People-Involved Biomedical Researches” (2016).
1. This research was conducted following the clinical study protocol, informed consent, and recruitment materials to protect the health and authority of subjects. Any modifications to the study protocol, informed consent and recruitment materials, will be submitted to the Ethics Review Board before review approval.
1. The serious adverse event of the Center shall be written notified to the ethical review committee within 24 hours.
1. From today, submit the research progress report 1 month before the expiration of the trial or not; 2 months before the approval expires, and continue after the extension of the approval validity period is agreed by the ethical review committee.
1. Any situation that may significantly affect the conduct of the trial or increase the risk of subjects presents a timely written report to the ethical review committee.
1. The research included subjects who did not meet the inclusion criteria or met the exclusion criteria, met the suspension of the suspension without quitting the study, gave incorrect treatment or dose, and gave combined medication prohibited by the protocol without following the protocol; or in the circumstances that may violate the principle of GCP by adversely affecting the rights and interests or health of the subjects and the scientific nature of the study, timely submit a report against the plan to the ethical review committee.
1. The applicant suspend or terminate the clinical research in advance, submit timely suspension or termination research report; complete the clinical study, and submit the final report.
1. 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 in the Center.
1. Before the implementation of the research projects approved by the Ethics 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.
1. Maintain the personal privacy of research subjects and do confidentiality.The process of the study 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 study, and medical device clinical trials for at least 10 years after the end of the research.
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