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ETHICAL REVIEW APPROVAL

Approve No.2021-004-01
Topic of the Research on related algorithms of ophthalmic multimodal image processing
Project

Project resource |/

Project manager |[Lina Huang Department Glaucoma Department
. Project document V3 (2021.11.14)
Review documents Wai £inf d ¢
alver Ol iniormed consen \/2 (2021 11 8)
Review category Initial review
Review method Summary review

According to the code for quality management of clinical trials of drugs (2020), the code
for quality management of clinical trials of medical devices (2016), the guiding principles
for ethical review of clinical trials of drugs (2010), the guidelines for the construction
of Ethical Review Committee for clinical research involving people (2020 Edition), and the
ethical review measures for bovine and physical research involving people (2016) , the code
for quality management of drug clinical trials (2003), CFDA guiding principles for ethical
review of drug clinical trials (2010), Declaration of Helsinki and the international ethical
guide for human biomedical research. After review by the ethics committee, it 1s agreed to
carry out the study according to the agreed clinical research scheme and informed consent.
Decision

Remarks:

1. Please follow the principles of GCP and the protocol agreed by the ethics committee to carry out
clinical research and protect the subject's health and rights. 2. For any modification of the research
protocol, informed consent, recruitment materials, etc., please submit an application for amendment
review. 3. In case of SAE, please submit the defective parts report in time. 4. In case of non-
compliance / violation of the scheme, please submit the non-compliance / violation report in time. 5.
Please submit the research progress report in time according to the annual / regular follow-up review
frequency. 6. If the clinical study is suspended or terminated in advance, please submit the suspension
/ termination report in time. 7. After completing the clinical study, please submit the conclusion report.

Annual periodic

7 Monthes term of validity:2021.11.15-2022.11.14
/ follow-up
review frequency Mobile: 15802853561
contacts Fang He

Signature of chairman (authorized — _ % J
person) ‘/l
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Application for Exemption from Informed Consent

Project name Research Project of Ophthalmic Image Processing Related Algorithms

Please refer to and correspond to the following entries to explain the reasons why the study intends to apply for
exemption from informed consent:

If the relevant requirements of the following items are not met, you cannot apply for exemption from informed
consent. Please prepare the informed consent form in the application materials

1. Use the data obtained from previous clinical diagnosis and treatment/biological specimen research to

apply for exemption from informed consent

The data or biological specimens used in this study were obtained from previous clinical diagnosis and treatment.
This study does not use medical records and specimens that patients have explicitly refused to use before

Please explain: The data used in this project have no physiotherapy records and samples that patients explicitly
refuse to use.

The risk of this study to the subjects is not greater than the minimum risk (that is, the possibility and degree of the
expected risk in the study are not greater than the risk of daily life or routine physical examination or
psychological test).

Please explain: This study realizes the collection of eye photo data of the subjects, and does not involve any eye
injury behavior of the subjects.

Exemption from informed consent will not have adverse effects on the rights and health of subjects.
Please explain: Exemption from informed consent will not infringe on the rights and health of any subject, the
collected data are desensitized information, the subject can no longer be found, reflecting the personal information
of the subject, and the research project does not involve personal privacy and commercial interests.

The privacy and personal identity information of the subjects are protected.

Please explain: The collected data storage is desensitized information, which does not reflect the personal
information of the subject, protects the privacy and personal information of the subject, and can no longer find the
subject. The research project does not involve personal privacy and commercial interests.

If informed consent is required, the study will not be carried out (patients have the right to know that their medical
records/specimens may be used for the study, and their refusal or disagreement to participate in the study is not
evidence that the study cannot be carried out and informed consent is exempted).

Please explain: The past data involved in the retrospective study can no longer find the subject.

This study does not need further follow-up to obtain subject information.

In this study, biological samples or data that can identify identity information are used for research, but the subject

can no longer be found, and the research project does not involve personal privacy and commercial interests.

2. Reuse of information/biological specimens obtained in research, and application for exemption from
informed consent

Previous studies have obtained the written consent of the subjects, allowing other research projects to use their
information or specimens.

Please explain: For 45 fundus photos in the study, some data are published in other related studies and can be used
as control data.

This study meets the licensing conditions of the original informed consent.
Please state that this study does not involve any inappropriate behavior with the original study data, and meets the
licensing conditions of informed consent.

The privacy of subjects and the confidentiality of identity information are guaranteed.
Please explain: All the data obtained are desensitized data.

The risk of this study to the subjects is not greater than the minimum risk
Please explain: There is no potential physical and mental harm, no risk, and the research project does not involve
personal privacy and commercial interests.

Signature of researcher: Lina Huang
Date of application: 2021.11.8
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DATA ACCESS AUTHORIZATION &
MEDICAL DATA ETHICS SUPPORTING

We authorized the data access to Han Wang, the Ph.D from
Institute of Data Science, City University of Macao (Id Number:
410802199402070065, Student Number: D20092100037), in
related projects of “Al-based Ophthalmology research”.

We promise that the authorized data is in accordance with

China's biomedical ethics system.
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