










Annual review
frequency 3 month

Validity period February 19, 2020 to  February 19, 2021

Contact and contact
number

secretary of the Ethics Committee
Congquan Yin ,telephone number 021-
65161782-8122

Signature of the
chairman Zheng Li

Ethics committee

Ethics committee of Yueyang Hospital of
Integrated Traditional Chinese and
Western Medicine affiliated to Shanghai
University of Traditional Chinese Medicine

Date 19-Feb-20

According to the Ministry of Health's "Ethics Review of Human Biomedical
Research"
(2016), CFDA "Quality Management Standards for Clinical Trials", "Medical Device
Clinical
Trial Management Regulations (2016)", WMA "Helsinki Declaration" and CIOMS
"Human
Biology The ethical principles of the International Code of Ethics for Medical
Research
were reviewed by the Ethics Committee and agreed to conduct this study in
accordance
with approved clinical research protocols, informed consent, and recruitment
materials.
Follow the GCP principles and follow a protocol approved by the Ethics
Committee to
conduct clinical research to protect the health and rights of the subjects.
Before the study begins, the applicant is requested to complete the clinical trial
registration.
If the main investigator is changed during the research process, any changes to
the
clinical research plan, informed consent, recruitment materials, etc., the applicant
is
requested to submit an amendment review application.
Serious adverse events occurred, and applicants are required to submit reports of
serious adverse events in a timely manner.
Please follow the frequency of the annual follow-up review as stipulated by the
ethics
committee. The applicant submits the research progress report one month before
the
deadline. If there is a violation of the program during the trial, it is necessary to
submit
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