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Project Development and Evaluation on In-Vitro Diagnostic Traceability System for chronic kidney disease 

Department Department of Laboratory Medicine 

Leader Yu-wei Yang 

Status  New Approach     □ Revised Approach after Necessary Modification 

Inspection Way □ Quick Review      Meeting to Review     □ Emergency Meeting to Review 

Submitted 

Materials 

1、 Proposal of this project 

2、 Application form for ethical review of Mianyang Central Hospital 

3、 Informed consent form 

4、 Subject instructions 

5、 Others                                                

Review decision 
 Consent   □ Agree with the necessary amendments  □ Review after necessary 

modification  □ Termination or suspension 

Member for 

Quick Review 
 

Voting Results 

of Review 

Meeting 

Attending situation: There are 11 members who should attend, among which 5 are on 

leave, 0 are absent, and 6 actually attend. 

Voting result: 5 votes agree, 1 vote agree after necessary amendment, 0 vote review after 

necessary amendment, 0 vote terminate or suspend. 

There are 0 recused members. 

Attentions 

1. All materials shall not be modified without approval of research ethics management; 

2. In the process of the experiment (implementation), if main investigator, 

implementation conditions and any modification of Proposal or informed consent are 

changed, please submitte a new amendments for ethical review again without delay; 

3. Report serious adverse events in time; 

4. Timely submit a written report to ethics committee in case of any situation that may 

significantly affect the conduct of the trial (study) or increase the risk to the subject; 

5. If suspending or terminating the test (study) in advance, please submit the 

suspension/termination report; 

6. Complete the study and timely submit the conclusion report. 

Review 

Comment 

Approved by the ethics committee, this project document conform to basic ethical 

principles, and the study is agreed to carry out in accordance with the approved research 

approach and informed consent. Please follow the relevant laws, regulations and rules, 

WMA “Declaration of Helsinki” and CIOMS “International Ethical Guidelines for 

Biomedical Research Involving Human Subjects”, National Health Commission of the 

Peaple’s Republic of China "Ethics Review Method for Biomedical Research Involving 

Human Subjects" for research. 

Ethics Committee of Mianyang Central Hospital (Stamp) 

Chairman/deputy chairman (Sign)           

Oct. 9, 2018 

FengJF
文本框
This is an English version, the original Chinese version is attached.




	2018Approval of ethics_Eng(S-2018-085)1
	2018Approval of ethics_CHS



