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Translation:

Ethics Review Approval Document

Approval Number: 2021-156-01

Ethics Review Approval Document

Approval Number: 2021-156-01

Project Information

Item

Project Name

Project Source

Principal

Investigator

Affiliated

Department

Content
Clinical Significance of Transcranial Doppler Ultrasound Technology in Evaluating the Correlation Between
Septic Encephalopathy and Cerebral Blood Flow, and Its Implications for Medium- to Long-Term Prognosis in

Patients

Research Project

Yu Qing

Intensive Care Unit (ICU)

Documents Reviewed

Other: /

Research Protocol (Version: First Edition; Date: October 28, 2021)

Informed Consent Form (Version: First Edition; Date: October 28, 2021)

Review Details

Item

Content



Item Content

V Initial Review o Follow-up Review o Annual/Periodic Review o Amendment Review o SAE/Unanticipated Event

Review
Report Review o Non-Compliance/Violation Review o Suspension/Termination Review o Conclusion Review o
Category
Participant Complaint o On-Site Visit o Re-Review
Review
V Full Committee Meeting o Expedited Review o Emergency Meeting

Method

Meeting

November 3, 2021
Date
Meeting
5th Floor Conference Room, Dental Outpatient Department

Location

Voting Results

o Committee Members: Total 23 | Present 18 | Voting 18 | Recusal 0
L Votes:

[} Agree: 18 votes

o Agree After Modifications: 0 votes

o Disagree: 0 votes

fe) Suspend/Terminate Study: O votes

Review Decision

Decision: Approved
Approval Period: November 3, 2021 — November 3, 2022

(Submit follow-up review application one month before expiry.)

Ethical Review Opinion

In accordance with:

1. Ethical Review Measures for Biomedical Research Involving Humans (2016)



Good Clinical Practice for Drug Trials (2003)
Guidelines for Ethical Review of Drug Clinical Trials (2010)

WMA Declaration of Helsinki

vk W

CIOMS International Ethical Guidelines for Health-Related Research Involving Humans

The Ethics Committee approves the implementation of this study under the reviewed protocol and informed consent

documents.

Notes:

1. Adhere to GCP principles and the approved protocol to protect participants' health and rights.

2. Submit amendment applications for any modifications to the protocol, informed consent, or recruitment
materials.

3. Report serious adverse events (SAEs) promptly.

4. Submit non-compliance/violation reports if deviations from the protocol occur.

5. Submit annual/periodic progress reports as required.

6. Notify the Committee immediately if the study is paused or terminated.

7. Submit a final report upon study completion.
Contact Information

° Ethics Committee Contact: Liu Xunnan X'J 5;_: @

. Phone: +86-755-28020377

Signature and Seal ;L’/ f%w i .

Chairperson (Authorized Representative): il
persen { i ) IR )

Ethics Committee of Longhua District Central Hospital, Shenzhen (Official Seal)
Date: November 4, 2021
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