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Basic Information

Project Title Study on Esketamine for Painless Gastrointestinal Endoscopy
in Elderly Patients
Project Code KY-2025-0104 Principal Wan Xiangqian
Investigator

Funding Sponsor | Joint Clinical Scientific Research Fund of Chengdu Medical
College

Ethical Review

Review Method [J Expedited Review {4 Conference
Review [] Emergency Conference
Review

Review Category W Initial Review [ Re-review [

Follow-up Review (select specific type




if applicable):

(1 Protocol Amendment [ Protocol
Violation [1 Annual/Periodic Follow-
up Review

(1 Study Suspension/Termination []
Serious Adverse Event

[1 Suspected Unexpected Serious
Adverse Reaction [ Study Completion

Review Decision

A Approved [ Approval after
Necessary Revisions [ Disapproved
[J Suspend or Terminate Approved
Research

Voting Result

Total committee members to attend: 17;
2 absent on leave; Actual attendees: 15.
Voting results: 15 votes for approval, 0
votes for approval after necessary
revisions,

0 votes for disapproval, 0 votes to
suspend or terminate approved research.
0 recusals (the Principal Investigator
recused and did not participate in
voting).

Review Opinion

Approved.

Notes

1. The research team shall strictly abide
by all ethical principles, relevant laws
and regulations, and conduct clinical
research in full accordance with the
protocol approved by the Hospital
Ethics Committee;

2. Any revisions to the study protocol,
informed consent form, recruitment
materials, investigator's brochure and
other documents shall be submitted to
the Ethics Committee for filing or
review, and may only be implemented
after obtaining official approval;




3. In the event of Suspected Unexpected
Serious Adverse Reactions (SUSARs)
or serious adverse events during the
study, relevant documents shall be
promptly submitted in accordance with
the hospital's Notice on Reporting
Safety Information of Clinical Trial
Projects;

4. Any protocol violations occurring
during the research shall be reported via
a protocol violation report without
delay;

5. If the clinical study is suspended or
terminated, a suspension/termination
report shall be submitted in a timely
manner;

6. Annual/periodic progress reports
shall be submitted on schedule per the
follow-up review frequency approved
by the Ethics Committee;

7. A study completion report shall be
promptly submitted upon the conclusion
of the research project.

Attachments None.

Issued by: Medical Ethics Committee,
Affiliated Hospital of Sichuan Vocational College of Nursing
(The Third People's Hospital of Sichuan Province)
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