




 

 

 

 

Ⅰ Information of Research 

Project 

Name 

Anticoagulation decision-making and management model based on the "I-Anticoagulation" app in patients 

with atrial fibrillation: a prospective, multicentre, cluster-randomised controlled study 

Project 

Type 

Researchers 

initiate studies 

Medicinal 

Device 

Name  

Oral anticoagulants 

Trial Stages/ 

Medicinal Device 

Type 

NA  

Applied by 
Shanghai Jiaotong University School of 

Medicine, Renji Hospital 

Financial 

Support 
No 

Research 

quality 
Multicentre 

This Central 

Role 
Group leader unit 

Leader 

Institute 

Shanghai Jiaotong University School of 

Medicine, Renji Hospital 

Engaging 

Institute 

Hua Mu Community Health Service 

Centre, Jin Yang Community Health 

Service Centre, Pu Xing 

Community Health Service Centre 

and 9 other units 

Departme

nt 
Pharmacy 

Principal 

Investigator 
Zhi-chun Gu 

Types of 

Research 

○ Experimental 

Research        

● Prospective 

observational 

studies       

○ Retrospective 

observational 

studies   

○ Current 

observational 

studies   

○ Descriptive 

research 

Use 

of 

biolo

gical 

sam

ple 

data 

●No 

Sources of 

Sample 
Sample Type 

Genetics Office 

Approval Matters 

○Past retention  
○ Acquisition  

○Utilisation ○Exit  

○ Preservation -  

Establishment of  a 

sample bank 

○ Preservation - 

Establishment of a 

database 

○ Preservation - 

international cooperation   

○Schedule 

acquisition 
 

○ Biobanking  

○Other  

Whether the medicinal device 

intends to apply for 

registration/declaration 

N/A  
The medicinal device follows the 

approved indications/method of use 
YES  

 

Ⅱ Review Information 

Review time Review fashion Quorum Number attended Voters 
Staff of conflict of 

Interests to avoid  

 Conference review 13 13 13 No 

 Rapid review N/A N/A N/A No 

 

Shanghai Jiaotong University School of Medicine, Renji Hospital Ethics Committee 
 

 

 

Approval No. KY2022-105-B 



Ⅲ Approval of Files for Research 

● Principal investigator information and Statement of conflict of interest of research group 

● Statement of financial support 

●Clinical research plan Version：3.0 Date of Version：Jun.16,2022 

● Informed consent form Version：2.0 Date of Version：Jun.16,2022 

● Statement of recruitment methods Version：1.0 Date of Version：Jan.18,2022 

● Case Report Form Version：1.0 Date of Version：Jan.18,2022 

● Handbook for Researchers Version：1.0 Date of Version：Jan.18,2022 

●List of research group, Curriculum vitae of researchers and GCP 

○Other files of subjects： 

Ⅳ Specific Requirements of  Ethics Committee to Researchers and Applicants 

The review standards of this ethics committee follow: Ministry of Health "Measures for Ethical Review of 

Biomedical Research Involving Humans:" (2016), CFDA "Good Clinical Practice for Drugs (2003)", CFDA 

"Guidelines for Ethical Review of Drug Clinical Trials" (2010), "Quality Management Standards for Clinical 

Trials of Medical Devices" (2016), "Technical Guidelines for Clinical Trials of In Vitro Diagnostic Reagents", 

"Regulations of the People's Republic of China on the Administration of Human Genetic Resources" (2019) > 

WMA Declaration of Helsinki (2013) ), the CIOMS International Ethical Guidelines for Biomedical Research in 

Humans (2016) and the ethical principles of the ICH-GCP. When the project is reviewed, the number of 

participants and the number of valid votes meet the statutory requirements. After review by the ethics 

committee, it was agreed to carry out this study according to the approved clinical research protocol, 

informed consent and recruitment materials. 

■ Before the start of the study, the applicant should complete the clinical trial registration. 

■ For research projects involving collection, preservation (establishment of sample bank, establishment of 

database, international cooperation), utilization and export of human genetic resources, this research must 

be carried out after obtaining the approval or filing of the Office of Human Genetics. 

■ If the researcher is changed during the research process, and any modification to the clinical research 

protocol, informed consent form, and recruitment materials, the applicant is requested to submit an 

application for amendment review. 

■ In the event of serious adverse events, applicants are requested to submit serious adverse event reports 

in a timely manner. 

■ Please submit the research progress report one month before the deadline according to the 

annual/follow-up review frequency specified by the ethics committee; the sponsor should submit a summary 

report of the research progress of each center to the ethics committee of the team leader; or increase the risk 

of subjects, please submit a written report to the ethics committee in a timely manner. 

■ Subjects who did not meet the inclusion or exclusion criteria were included in the study, the subjects were 

not allowed to withdraw from the study in compliance with the regulations for termination of the trial, the 

wrong treatment or dose was given, the concomitant medication prohibited by the protocol was given, and 

the study did not follow the protocol ; or may cause adverse effects on the rights/health of subjects and the 

scientific nature of the research and other situations that violate the principles of GCP, the sponsor and 

investigator are requested to submit a protocol violation report. 

■ If the applicant suspends or prematurely suspends/terminates the clinical study, please submit 

the suspension/termination report in time. 

■ To restart a discontinued/suspended study, please submit a restart request prior to initiation. 

■ After completing the clinical research, please submit the research summary report. 



 

 

Review Frequency ○3 months        ○6 months        ●12 months        ○Other: 

Chairman  Ethics Committee  

Effective date of approval  Jun.22,2022 

Expiration date of approval  Jun.23,2023 

Correspondence of Renji Hospital Ethics Committee: Qi Lu (Chief), Phone: 021-68383364, Address: Shanghai, Pudong district 

Pujian Road 160 
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