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Medical Ethics Committee of Anyang People's Hospital Document No.: AF-03-08-01

Anyang People’s Hospital

Ethics Review and Approval by Medical Ethics Committee

Ethics Review No. KS8-2024-05-15 Ethics Archive No. LW2024-021
TITLE Clini Lab: Aligning Agents for Multi-Departmental Clinical Diagnostics in the Real World
Major Researcher Tengxiao Wu Research Department General Surgery
Research

Scientific Research and Clinical Trial Research
Classification

Review Method Quick Review Date of Review May 15, 2024

Result of Review: It is agreed that the research project can be carried out in Anyang People’s Hospital.

Review Comments:

Following the ethical principles listed in Ethical Review Measures for Biomedical Research Involving Human
Subjects (Trial) (2016) issued by National Health Commission, Good Clinical Practice (2003) issued by SFDA,
Provisions for Clinical Trials of Medical Devices (2004), WMA'’s Declaration of Helsinki and International Ethical
Guidelines for Health-related Research Involving Humans published by CIOMS, after review, the Medical Ethics
Committee agrees on carrying out this study in accordance with the approved clinical research protocol, informed
consent, and recruitment ﬁnaterials, and during the study, the health and rights of subjects should be protected to the
greatest extent.

During the study, if the major researcher is changed or any modification to the clinical study protocol or informed
consent and so on is made, the application for amendment review is requested to be submitted.

If a serious adverse event occurs, the applicant is requested to submit a report on the serious adverse event in a timely
manner.

Please adhere to the annual/periodic follow-up review frequency stipulated by the Medical Ethics Committee, the
applicant should submit research progress report 1 month ahead of the deadline; If there is any situation that may
significantly affect the progress of the study or increase the risk of the subjects, the'applicant is requested to submit a
written report to the Medical Ethics Committee in a timely manner.

If the trial involves sui)jects who didn’t met the inclusion criteria or who met the exclusion criteria or subjects who
met the requirements for termination of the trial but did not withdraw from the trial, or if subjects were given the wrong
treatment or dose or given combined drugs prohibited by the protocol, etc., which did not follow the protocol to carry out
the study, or if the trial may have a negative impact on the rights/health of the subjeéts and the scientific nature of the
research and other violations of ethical principles and norms, the applicant/inspeé:torlresearcher is requested to submit a
report on violation of principle.

For suspending clinical study or terminating it early, the applicant shall submit the report on suspension/termination

of study in time.
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NOTARIAL CERTIFICATE
(2024) Gan Lan Yong Gong Zi, No. 20

Applicant: Weixiang Yan, male, born on Jan. 8, 1999, Citizen
ID Card No.: 622326199901080035, Address on ID Card: No. 23,
Building 37, South Zhugong Road, Huazangsi Town, Tianzhu
Tibetan Autonomous County, Gansu Province.

Entrusted agent: Shaolu Yan, male, born on Sept. 17, 1965,
Citizen ID Card No.: 622326196509170032, Address on ID Card:
No. 37-23, South Zhugong Road, Huazangsi Town, Tianzhu
Tibetan Autonomous County, Gansu Province.

Issue under notarization: Ethics Review and Approval

This is to certify that the original of Ethics Review and
Approval by Medical Ethics Committee of Anyang People's
Hospital issued by Medical Ethics Committee of Anyang People's
Hospital on May 15, 2024 conforms to the foregoing photocopy,

and that the original is authentic.

Yongdeng Notary Public Office, Gansu Province,
the People’s Republic of China

Notary Public: Mei Zhao (Signet)

May 31, 2024







