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Review Censors

HEF

Review items

1. Re-review Application Form
2. Research Protocol (Version No.: 2,0 Version Date: February 2, 2023)

3. Informed Consent Form (Version No.: 2.0 Version Date: February 2, 2023)

HEEL

Evaluation Comments

1. Approval &

2. Approval after modification O

3. Retrial after modification O
4. Disapproval O
5. Decision to termination or suspension of the approved research(J

Frequency of continuous review: Submit a progress report to the hospital
ethics commuttee every 12 months after the effective date of this approval letter.

Expiration date of the approval letter: December 31, 2024, If an extension is
required, please submit an extension application before the expiration date to obtain
a new approval letter. The research shall be camed out in accordance with the

protocol and informed consent form reviewed and approved by the ethics

committee.
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Date

February 20, 2023

HEFEH

Statement

1. Researchers should follow the GCP principles and the protocol approved by
the ethics committee to conduct clinical research and protect the health and rights
of subjects.

2. Before the start of the research, the applicant shall complete the clinical trial
registration.

3+ In case of any change of the principal investigator during the research
process, or any modification to the clinical research protocol, informed consent
form, recruitment materials, etc., the applicant shall submit an amendment review
application.

4, In case of serious adverse events, the applicant shall submit a serious
adverse event report 1n a timely manner.

5. According to the annual/regular follow-up review frequency specified by
the ethics committee, the applicant shall submit a research progress report one
month before the deadline; the sponsor shall submit a summary report of the
research progress of each center to the ethics committee of the leading unit; when
any situation that may significantly affect the progress of the trial or increase the
nisk of subjects occurs, the applicant shall submit a written report to the ethics
committee 1n a timely manner.

6. If the research includes subjects who do not meet the inclusion criteria or
meet the exclusion critena, fails to withdraw subjects when it meets the conditions
for termunating the trial, gives wrong treatment or dosage, uses combined drugs
prohibited by the protocol, etc., that is, fails to conduct the research in accordance
with the protocol; or any situation that may have an adverse impact on the
nghts/health of subjects and the scientific nature of the research and violates the
GCP principles, the sponsor/monitor/researcher shall submit a protocol violation
report.

7. If the applicant suspends or terminates the clinical research in advance,

please submit a suspension/termination research report in a timely manner.

8. After completing the clinical research, the applicant shall submit a project

completion report.
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