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ApproYal No.φ SK2020-081 

Stud\ Title Clinical Stud\ on the InterYention Mechanism of Fractal Music Therap\ 
on Tinnitus 

Stud\ Product 
Name NA Product Categor\ NA 

ApproYal No. and Issued B\ 
NA 

Phase of stud\                               
NA 

Principal InYestigator 
Wu shuai 

Sponsor                                              
Zhongshan Hospital Affiliated to Fudan 
UniYersit\ 

T\pe & Date of ReYieZ □ Meeting ReYieZ 
■ E[pedited ReYieZ 20 August 2020 

Meeting Location NA 
Meeting Attendance NA 

The folloZing documents haYe been approYed  
ϭ͘ Research proposal͖ 
Ϯ͘ Informed consent form͗ Vϭ͘Ϭ;draftͿ, August ϭϬ,ϮϬϮϬ͖  
ϯ͘ Curriculum Vitae of major researchers and list of researchers͖  
ϰ͘ Case report form͗ Vϭ͘Ϭ;draftͿ, Ϯ August ϮϬϮϬ͖  
ϱ͘ Medical device registration certificate of ear back hearing aid͖  
ϲ͘ Manufacturer qualification of hearing AIDS 

Decision for this proposal and haYe been[√]： 

[√]ApproYal 
 

Validit\ of approYal letter：Januar\ 21, 2020 

 

Chair/Vice Chair Signature： 
ApproYal Date: 
Stamp of ZSEC      
Statement 
(Please read it carefull\) 
1. The responsibilities, personnel composition, operation specifications and records of the ethics 
committee of Zhongshan Hospital Affiliated to Fudan UniYersit\(hereinafter referred to as the 
ethics committee) folloZ ICH-GCP. At the same time, it also abides b\ the "qualit\ management 
standards for clinical trials of drugs", "qualit\ management standards for clinical trials of medical 
deYices" and "guiding principles for ethical reYieZ of clinical trials of drugs" issued b\ the State 
Drug Administration of the people's Republic of China. In addition, it complies Zith the proYisions 
of releYant laZs and regulations of China. 



2. Research implementation premise: all research can be carried out onl\ after being reYieZed b\ 
the ethics committee and obtaining approYal letter. The implementation process should folloZ the 
plan approYed b\ the ethics committee and compl\ Zith the basic principles of Helsinki Declaration 
and GCP. Special circumstances: (1) Zithin the scope of " Items of AdministratiYe License for The 
Collection, Collection, Trading, E[port and E[it of Human Genetic Resources", the stud\ needs to 
be approYed / filed b\ China human genetic resources management office, and the successful results 
of approYal / filing shall be submitted to the Ethics Committee for filing before implementation. 
(2) Clinical trials of medical deYices listed in the catalogue of categor\ III medical deYices subject 
to clinical trial approYal can be implemented onl\ 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 onl\ 
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, an\ amendment to the research protocol, 
informed consent and other releYant documents must be reYieZed and approYed b\ the ethics 
committee before implementation. 
4. Safet\ information such as serious adYerse eYents or suspicious and une[pected serious adYerse 
reactions occurred in Zhongshan Hospital Affiliated to Fudan UniYersit\ should be submitted in 
time according to the requirements of the ethics committee, and the ethics committee has the right 
to make neZ decisions on its eYaluation. 
5. Violation or deYiation from the plan shall be reported to the ethics committee in a timel\ manner. 
6. It is necessar\ to submit the application for continuous reYieZ according to the frequenc\ and 
time of the first approYal specified in the ethics approYal letter, so as to ensure that the application 
for continuous reYieZ is submitted one month before the e[piration of the approYal letter, so as to 
obtain the approYal of the ethics committee. (the ethics committee has the right to change the 
frequenc\ of continuous reYieZ according to the actual situation). 
7. The suspension/earl\ termination of clinical trials shall be submitted to the ETHICS Committee 
in Zriting in time. 
8. At the end of the stud\, the final report and releYant attachments should be submitted to the ethics 
committee in time. 
9. This approYal letter ma\ be filed in the ethics committee of other participating units. If \ou haYe 
different opinions on the reYieZ results, please contact this ethics committee in time. 
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