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The Ethics Committee of the Eye & ENT Hospital of Fudan University

The Ethics Committee of the Eye and ENT Hospital of Fudan University

Ethical Approval Form

Declaration: This ethics committee works according to the National Health Commission (NHC) and National

Medical Products Administration (NMPA) regulations. The review and work processes of the ethics

committee are independent.

EC Ref No. [2022]:2021173-1

Review Date

2021-12-23
2022-01-20

6th Floor Room 1, Building 3, No. 83, Fen Yang
Road, Xuhui District, Shanghai, China

Review Address

Project Title

Efficacy of hearing-aid treatment for patients with tinnitus and co-existing hearing loss

Initial review:

1. Ethical Approval Application Form
2. Clinical study protocol (Version 1.0; 2021-12-03)
3. Informed consent (Version 1.0; 2021-12-03)
4. Case report form and questionnaires (Version 1.0; 2021-12-05)
5. Resume of the principal investigator

Documents for

. 6. References

Review .
Second review:
1. Ethical Approval Application Form
2. Clinical study protocol (Version 2.0; 2022-01-02)
3. Informed consent (Version 2.0; 2022-01-02)
4. Case report form (Version 2.0; 2022-01-02)
5. List of revised contents

Affiliation of . . .
The Eye and ENT Hospital of Fudan University

Research

Principal

. Shan Sun
Investigator

Review Mode

BConference review [Express review

Review

Members

See the sign-in sheets for details.

Review
Comments

1.

On 23 December 2021, the committee reviewed the study protocol. The comment was
to amend the protocol outlined in the ethics review opinion letter (2021173). On 20
January 2022, the committee reexamined the amended protocol and formally
APPROVED this study to proceed under the current protocol.

Annual/periodic follow-up reviews by the Ethics Committee: BYes [INo

Review frequency from the approval date: (13 months [16 months B12 months

It is up to the Ethics Committee to determine whether annual/periodic follow-up
reviews should be changed based on actual study progress.

If the project is not initiated within one year from the approval date, this approval will

automatically expire.

Signature of the Director: Xiaofen Mo
Date: 2022.1.25
The Ethics Committee of the Eye and ENT Hospital of Fudan University (sealed)




The Ethics Committee of the Eye & ENT Hospital of Fudan University

NOTES: PLEASE READ CAREFULLY

The research projects approved by this Ethics Committee involve biomedical research involving
human subjects and must be carried out strictly following the latest approved research protocol and
informed consent form, as well as in compliance with the relevant domestic regulatory guidelines.
Before implementing a project that involves the export of human genetic resources or requires
specific approval by relevant authorities following national regulations, the project must be declared
to and approved by the relevant authorities.

The ethics committees of other institutions may be able to use this approval for reference purposes.
If there is a different opinion regarding the protocol review, please contact the ethics committee as
soon as possible.

Before incorporating any changes into the approved research protocol or informed consent form,
the Ethics Committee must be notified on time for re-examination and approval.

This Ethics Committee should be notified of any severe adverse events or unintended events
affecting the risk-benefit ratio of the study promptly.

According to the Ethics Committee's opinion regarding the frequency of annual/periodic follow-up
reviews, please apply one month before the annual/periodic follow-up review date is due, regardless
of whether the study has begun.

If there is any non-compliance with the protocol or breach of law, it must be reported immediately
to the Ethics Committee.

In the event of a suspension or early termination of a clinical study, please inform the Ethics
Committee immediately.

Upon completing the study, a final report must be submitted to the Ethics Committee for review.

Address: Room 305, Building 10, No. 83 Fen Yang Road, Shanghai, 200031, China;
Telephone Number: +86-021-64377134
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