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Project name

Effect of TMAO on inter-individual differences of clopidogrel efficacy in

patients with CAD and its mechanism

Classification Research Project Project funded projects
source

Review form Quick review Review Annual periodic follow-up review
category

Responsible Geriatrics Department of | Principal Bi-lian Chen

department Xiangya Hospital Central | investigat

South University or
File and Version | See Annex 1 for details

number

Quick review

Members: 2; Names: Xiao-xia Zuo, Xiao-shan Tian

Voting result

Consent (2)

Modified consent
(0)

Disagree | Pause or termination (0)

(0)

Review comment

Review conclusion: The project was approved to continue the research in

the geriatric department of our hospital, and the ethical approval of our

hospital was extended for one year.

(Chairman/Vice-Chairman):

Xin Zhang

Issuing date:

April 17, 2024

Annual/regular tracking frequency

12 months

Ethics Committee

Clinical Medical Ethics Committee of Xiangya
Hospital Central South University

Expiry date

November 23,2024

The medical ethics committee's responsibilities,composition, operations and records are fully compliant with "Guidelines for ethical

review of drug clinical trials"(2010),"Methods for ethical review of biomedical research involving human beings"(2016). “Standard for

quality control of clinical trials of medical devices" (2016). GCP (2020). ICH-GCP and other related regulations.
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Medical Ethics Committee of Xiangya Hospital Central South University

Statement:

Please strictly adhere to medical ethical principles and the protocol approved by the Ethics Committee during clinical trials to ensure the

rights and well-being of participants.
All studies must be reviewed and approved by the Ethics Committee before implementation. Please note:

(1) For research falling under the scope of the "Administrative Licensing Items for the Approval of Human Genetic Resources Collection,
Acquisition, Sale, Export, and Exit" after obtaining ethical approval, submit the study to the China Human Genetic Resources
Management Office for approval. Once approved, promptly submit the approval document to the Ethics Committee for filing before

implementation.

(2) For clinical trials of medical devices listed in the "Catalog of Class Il Medical Devices Requiring Clinical Trial Approval" after obtaining
ethical approval, submit the study to the CFDA for approval. Once approved, promptly submit the approval document to the Ethics
Committee for filing before implementation.

(3) For clinical studies within the scope of the "Scope and Procedures for the Filing of Chemical Drug Bioequivalence Trials," after
obtaining ethical approval, promptly file with the NMPA. Within 30 days of completing the filing, notify the Ethics Committee in writing

and obtain the Ethics Committee's filing receipt before initiation.

If changes are made to the principal investigator, protocol, informed consent form, or recruitment materials during the study, the

applicant must submit an amendment review application.

If life-threatening or fatal serious adverse events occur during a trial at our hospital, a report must be submitted to our hospital's safety
reporting system within 24 hours of the investigator's awareness.

In accordance with the annual/periodic follow-up review frequency specified in the approval document, the applicant must submit a
study progress report to this committee one month before the deadline. If any situation arises that may significantly impact the trial or
increase risks to participants, the applicant must promptly submit a written report to this committee.

For major and persistent protocol deviations, the investigator/sponsor must submit a protocol deviation report.

If the investigator/sponsor suspends or terminates the study prematurely, the applicant must promptly submit a

suspension/termination report to this committee.
Upon completion of the clinical trial, the applicant must promptly submit a final study report and the sub-center summary form.
Appendix 1: List of Submission Documents

1 Cover Letter

2 Reporting Form

3 Delay Explanation

4 Clinical Research Project Approval Form,

5 Clinical Study Protocol (Version No.: V1.0, Version Date: October 10, 2022)
6 Informed Consent Form(Version No.: V1.0, Version Date: October 10, 2022)
7 Chen Bilian's Profile

8 Risk Prevention and Control Plan

9 Investigator's Statement of Responsibilities
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