The ethical board approvals for Guangzhou cohort
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Medical Ethics Committee Review Report

Research
Project
Name

An epidemiological study on comprehensive community

interventions of tuberculosis

Research
Content

Based on the results of the "Twelfth Five-Year Plan"
comprehensive prevention and control demonstration area and field
research, this project promote the large-scale field epidemiology and
intervention research of tuberculosis prevention and treatment, and
evaluate the intervention effect. Practice and verify the scientific and
technological achievements obtained in major national special
projects, promote the transformation of results, explore effective
community prevention and intervention strategies, and obtain
experience in the prevention and control of major infectious diseases
suitable for this demonstration area and suitable for promotion to the
whole country; Through field research, scientific intervention and
follow-up surveys of cohorts covered by the "13th Five-Year Plan”
comprehensive prevention and control demonstration area will
effectively reduce the "three diseases and two rates", and provided
implementation strategies and methods for subsequent nationwide
promotion. Provide scientific and technological support for reducing
the incidence and mortality of tuberculosis in this country, and
provide bases and guidelines for formulating relevant intervening
policies.

Principle
Investigator

Zhou, Lin

Project
Source

National Science and Technology Major Projects

Research
Period

January 2018-December 2020

Approval Opinions of the Medical Ethics Committee:

It is OK that the project could be performed with the consent of the subjects.

Guangdong Center for Tuberculosis Control
Medical Ethics Committee
March 29, 2019




The ethical board approvals for Shenzhen cohort
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The Ethics Committee of Shenzhen Third People's Hospital (formerly Donghu Hospital)
Reviewed and Approved Documents
(Research)

No.: Shenzhen Third People's Hospital Kelun Review (2012003)

Project name and | The regulatory effect of host gene SNP on type | IFN responses and its
number or correlation with the tuberculosis infection outcomes
Research  project
name
Project type Type of Study 10 20 301 4 51
601 701 8V
Applicant Shenzhen Third People's Hospital | Principle Zhang, Guoliang
Investigator
Participating Unit
Review documents | 1. Research plan
2. Informed Consent
Review mode Conference voting review [] Quick review v
\Voting committee
(Suitable for meeting review mode)
Conference voting | A9% [ A et o O e | "
(Suitable for meeting review mode) necessary changes
changes

1. Review comments and suggestions:

After deliberation by the ethics committee of our hospital, the experimental design and
implementation plan of the study are scientific, reasonable and feasible. Please Protect the
personal information of the subjects. The research content and results have no conflict of
interest, and meet the ethical requirements.

2. Based on the above opinions and suggestions, the committee's review decision is as follows:
Agree

Signature of Director / Deputy Director:
Date:
Medical Ethics Committee of Shenzhen Third People's Hospital (formerly Donghu Hospital) (seal)

Review comments Director's signature
after revision

Remarks: 1=Phase | drug clinical trials; 2=Phase Il drug clinical trials; 3=Phase Ill drug clinical trials; 4=Phase 1V drug clinical
trials; 5=International multi-center drug clinical trials; 6=Clinical trials of other types of drugs ; 7=Clinical research on new

medical technology; 8=Scientific research project

Date:




The ethical board approvals for Foshan cohort
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Medical Ethics Committee of Foshan Fourth People's Hospital

Clinical Research Review Approval
Approval Number: 2019011 Date of Review: January 8, 2019

Project name Study on the correlation between tuberculosis

Project . infection and intestinal microecology
(Project number)
. Sponsor: Foshan Fourth People's Hospital
Applicant | ahoratory of our center: laboratory The Principle Investigator of This Center :
Wang, Wei
Review Review files:
files m Clinical research protocol m Informed Consent -1 Others : See conclusion for details.
Project H Drug H Instrument ~ mOthers
type
Review m Initial review 1 Review 1 Amendment [ Follow-up review -1 Others
category
Review . . . .
method I Meeting m Quick review -1 Emergency Review
m Agree [l Agree after making necessary amendments -1 Review after making necessary
corrections
1 Disagree T Termination or suspension of approved trial review opinions.
Approved for use:
1. Clinical research plans (including possible adverse reactions or adverse events that
may occur during the study and their treatment strategies)
Clinical research plans: including possible adverse reactions or adverse events that may occur
Conclusion | during the study and their treatment strategies. (Version date: January 3, 2019);
2. Informed Consent
Study informed consent form (version 1.0 version date: January 3, 2019);
The approval document is valid for 12 months. Please submit a research progress report
for extension one month before the expiration of the validity period.
Di Zhou, Jie Signature of Director:
irector .
Date:
Stamp Medical Ethics Committee of Foshan Fourth People's Hospital
Remarks:

1. The research project must be started after the approval of the ethics committee;

2. If you obtain the approval from the Office of Human Genetic Resources, please report to this committee for
review and record;

3. Suspension or termination of research, plan violations, SAE and SUSAR, etc., must be summarized and
submitted to the committee regularly, and SAE and serious plan violations of the center must be submitted in

time;

4. This committee is based on the "Measures for the Ethical Review of Biomedical Research Involving
Humans", GCP and other national regulations and the requirements of ICH-GCP.

Address: No. 106, Jinlan South Road, Lanshi, Chancheng District, Foshan City, Guangdong Province / Contact: Wang Wei / Tel: 0757-82222740
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