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AF20/HDIRB/07/05.1 Ethics Committee of Huadong Hospital Affiliated to Fudan University

Approval Letter

It is clarified that the Ethics Committee of this institution is composed and operates in
accordance with the relevant regulations of the National Health Commission and CFDA,
and its review and work process is not influenced by any organizations or individuals
outside the Ethics Committee.

Approval Document Number: 20220140 Ethics Committee Project Number: 2022K242

Name of the Research | A Study on the Design of Optimal Puncture Path and Needle Trajectory
Plan: Presentation Assisted by Mixed Reality Intelligence for Lumbar Puncture in

Elderly Patients.

Sponsor Shanghai Municipal Health Commission New Interdisciplinary Research
Special Fund

Principal Investigator | Gu Weidong Research Department | Anesthesiology

Ethics Review Method VIRapid Review

Review Category MInitial Review [ Amendment Review [0 Re-review[] Other

Review  Committee | Song Xiaohua

Members

Review Documents:

1. Ethics Review Application Form

2. Clinical Research Plan 01, dated September 14, 2022

3. Informed Consent Form 01, dated September 14, 2022

4. Resume of the Principal Investigator; Brief Introduction of Participating Researchers

1. After review by the Ethics Committee of this institution, the clinical research is
approved.

Opinions and Suggestions:¥ None  [There are

2. The research will be subject to follow-up review by the Ethics Committee during the
process? MYes [INo

The review frequency is once every 12 months from the date of approval of this research.
3. The Ethics Committee has the right to change the frequency of follow-up reviews based
on the actual progress.

4. If the project is not initiated within one year from the date of this approval, this approval
will automatically become invalid.

Signature of the Director/Deputy Director:
Ethics Committee of Huadong Hospital Affiliated to Fudan University (Seal)
Date: 2022.12.1

Attention: (Please read carefully)

1. The project approved by the Ethics Committee of this institution involves biomedical
research on humans and must be carried out strictly according to the latest approved
version of the research plan and informed consent form, and in compliance with domestic
laws and guidelines.




2. Any content involving the export of human genetic resources or that requires special
approval from relevant departments according to national regulations must be declared
and approved by the relevant departments before the project is implemented.

3. This approval may be used for reference by other center Ethics Committees. If there
are different opinions on the plan review, please communicate with the Ethics Committee
of this institution in a timely manner.

4. Any modifications to the approved research plan, informed consent form, and other
materials, as well as changes in the principal investigator, must be notified to the Ethics
Committee of this institution for re-review and implemented after approval is obtained.

5. Serious adverse events and unexpected events that affect the risk-benefit ratio of the
research must be reported to the Ethics Committee of this institution in a timely manner.
6. According to the opinions of the institution's Ethics Committee on the frequency of
annual/regular follow-up reviews, regardless of whether the research has started, please
submit an application for the annual/regular follow-up review one month before the
expiration date of the annual/regular follow-up review day.

7. Non-compliance/violation of the plan must be reported to the Ethics Committee for
review in a timely manner.

8. If the clinical research is suspended or terminated in advance, please notify the
institution's Ethics Committee in a timely manner.

9. Upon completion of the research, a final report must be submitted for review by the
institution's Ethics Committee.

Address: Room 309, No. 168 West Yan'an Road, Shanghai, Postal Code: 200040, Phone:
021-62483180*720322
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