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Ethics committee of Xuanwu Hospital, Capital Medical University

Approval Letter about the Ethical Review of
Clinical Scientific Research

Number of Approval Letter: {5 22 41[2018]005 5

Title of the

Aspiration Therapy Using Guiding Catheter for Acute Embolic Occlusion of
Clinical Research

Superior Mesenteric Artery in Eight Patients : a Single-Center Experience

Project Source

None
|
Project Number 1 NA
’ |
Vascular Surgery Department, Primary ' ] ]
Hosted by Xuanwu Hospital, Capital Investicator Yi-ren Liu
t=3

Medical University

Department Head }

for hosting the " Dr. Yong-quan Gu

research
. ' Review at
Review ’ . Date of i
[IFull Board Meeting . November 127 ,2018
approaches Review

B Expedited Review

Will the research process be subject to the continuous review by the Ethics Committee? |
HYes [No

From the date on which the research is approved, the review frequency:
[J3 months [J6 months B 12 months Ulother:

Period of Validity
for the Approval
Letter

From November 12" 2018 to November 12 2019
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Ethics committee of Xuanwu Hospital, Capital Medical University

Review Opinion of the Ethics Committee:

This clinical scientific research is approved after reviewed by this ethies committee.

Note: (please read carefully)

1. This approval letter has the validity of | years and application shall be continued if beyond this
validity.

2. This approval document will be filed at center institutions and ethics committee. If various opinions
are made for the feasibility (including the qualification and experience of investigators, equipment,
conditions and the like) of the program in your institution, please contact with the ethics committee
timely.

3. The projects approved shall be performed according to the program approved by the ethics
committee and shall be in compliance with the principle in CFDA-GCP and Declaration of Helsinki.
4. Please inform the ethics committee of the suspension/early termination of the clinical research
timely.

5. Please report the serious adverse events and the unexpected events influencing the research/risk
return ratio to the ethics committee timely.

6. Any modification to the approved clinical research program, informed consents and other
information as well as change in investigators shall be notified to the ethics committee timely for
review and shall be performed after being approved.

7. Any violation of the trial program, if found, shall be reported to the ethics committee.

8. Application for the continuous review shall be made one mother before the continuous review date is

due, whether the trial is started or not, according to the opinion of the ethics committee to the

frequency of continuous review. The ethics committee has the right to change the frequency of the
continuous review depending on the actual progress.

9. Please submit the concluding report to the ethics committee for review after the clinical research is
finished.

10. This document will be kept on record by the ethics committee.
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Date: }df— //;,»/'—7"/‘ e ‘\f? /
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Statement: The composition and obligations of this Ethics Committee arEeféompletely compliant to
CFDA-GCP and other relevant regulations.
Contact Information of this Ethics Committee:

(1)Address: No.45, Changchun St., Xicheng District, Beijing, P.R.China 100053 '
(2)Contact Person and Tel: Zhang Zhuo-ran, +86 10 8319 9270
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