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Statement

(Please read it carefully)

1. The responsibilities, personnel composition, operation specifications and records of the ethics
committee of Zhongshan Hospital Affiliated to Fudan University(hereinafter referred to as the
ethics committee) follow ICH-GCP. At the same time, it also abides by the "quality management
standards for clinical trials of drugs", "quality management standards for clinical trials of medical
devices" and "guiding principles for ethical review of clinical trials of drugs" issued by the State
Drug Administration of the people's Republic of China. In addition, it complies with the provisions

of relevant laws and regulations of China.




2. Research implementation premise: all research can be carried out only after being reviewed by
the ethics committee and obtaining approval letter. The implementation process should follow the
plan approved by the ethics committee and comply with the basic principles of Helsinki Declaration
and GCP. Special circumstances: (1) within the scope of " Items of Administrative License for The
Collection, Collection, Trading, Export and Exit of Human Genetic Resources", the study needs to
be approved/ filed by China human genetic resources management office, and the successful results
of approval / filing shall be submitted to the Ethics Committee for filing before implementation.
(2) Clinical trials of medical devices listed in the catalogue of category III medical devices subject
to clinical trial approval can be implemented only after the successful results of the State Drug
Administration are submitted to the Ethics Committee for filing. (3) It belongs to the project that
needs to be filed / implied license in the State Drug Administration. It can be implemented only
after the successful result of filing / implied license is obtained and submitted to the Ethics
Committee for filing in time.3. In the process of research, any amendment to the research protocol,
informed consent and other relevant documents must be reviewed and approved by the ethics
committee before implementation.

4. Safety information such as serious adverse events or suspicious and unexpected serious adverse
reactions occurred in Zhongshan Hospital Affiliated to Fudan University should be submitted in
time according to the requirements of the ethics committee, and the ethics committee has the right
to make new decisions on its evaluation.

5. Violation or deviation from the plan shall be reported to the ethics committee in a timely manner.
6. It is necessary to submit the application for continuous review according to the frequency and
time of the first approval specified in the ethics approval letter, so as to ensure that the application
for continuous review is submitted one month before the expiration of the approval letter, so as to
obtain the approval of the ethics committee. (the ethics committee has the right to change the
frequency of continuous review according to the actual situation).

7. The suspension/early termination of clinical trials shall be submitted to the ETHICS Committee
in writing in time.

8. At the end of the study, the final report and relevant attachments should be submitted to the ethics
committee in time.

9. This approval letter may be filed in the ethics committee of other participating units. If you have
different opinions on the review results, please contact this ethics committee in time.

A-024 vision3.4
Contact: 180 Fenglin Road, Xuhui District, Shanghai Postcode:200032 Tel: 021-31587871 Fax: 021-31587851




