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Informed Consent

Dear Sir/Madam:

We will invite you to participate in a scientific research on the "An epidemiological study

on comprehensive community interventions of tuberculosis".

Before you decide whether to participate in this study, please read the following carefully. It
can help you understand the content, purpose, procedure and period of the study, and the
benefits, risks and discomforts that this study may bring to you.

Introduction of this research:

1. Research background

This research has passed the review of the ethics review committee of this research institution,
and it is a major national science and technology project.

2. Research purposes

This research aims to 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, obtain experience in the prevention
and control of major infectious diseases suitable for this demonstration area and suitable for
promotion to the whole country, and explore the impact important factors for the occurrence and
development of tuberculosis include host genes and immune response.

3. Specific procedures and processes

The study period is from January 2018 to December 2020. This scientific research is divided
into four parts: questionnaire, physical measurement, blood test and stool test.

4. If you participate in the research, what do you need to do?

If you agree to participate in this study, you need to provide your general information (age,
height, weight, medical history, etc.) to create a file. During the participation process, you
personally contribute about 10 ml of venous blood and 5 gram stool. A professional will collect
blood for you.

5. The possible benefits of participating in this research

The blood samples collected will be tested for free-of-charge related indicators of
tuberculosis infection. Testing your specimens will help diagnose the disease and provide
necessary advice and help for tuberculosis prevention or treatment.

6. Participating in this research may bring you adverse reactions, risks and risk prevention
measures

The implementation of this research project will be completed in strict accordance with the
sterility requirements, but this process may cause some adverse reactions. Now | am informed as
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follows: The collection of specimens may have some very small risks, including short-term pain
and local bruises.

During the trial, some other discomforts may occur. Please tell your investigator immediately
and he/she will deal with your discomfort. In addition, we solemnly promise that we will strictly
follow the specifications to minimize the occurrence of the above-mentioned risks and adverse
consequences.

7.  The cost
All the project expenses involved in this research are paid by us.
8. Compensation for participating in this study, including damage compensation

Our research party will provide you with economic and transportation compensation ranging
from RMB 30 to RMB 300 according to your personal wishes. If you have an injury related to

this trial study, our project will provide corresponding treatment, compensation and
compensation in accordance with relevant national laws and regulations.

9. Confidentiality of your personal information

The information about your participation in this study will be recorded in the study
record/case report form. All test results (including personal data, laboratory test documents, etc.)
appearing in the original medical records will be completely confidential to the extent permitted
by law. Your name will not appear in the report form, only the number assigned when you
participated in the trial. If necessary, only your number will appear in relevant research summaries,
articles, and public publications.

When necessary, the drug regulatory department, ethics committee or project funding
department can consult the data of the subjects participating in the research according to
regulations. But without permission, they will not use the data of the participants in the study for
other purposes or disclose it to other groups.

10. Do you have to participate in this research?

Whether to participate in this study is entirely up to your volition, you can refuse to
participate in this study at any time.

11. Can I withdraw from this experiment halfway?

At any time during the research process, you have the right to withdraw from this research. If
you choose to withdraw from this research, your health rights outside this research and the
relationship with the investigator will not be affected, nor will you be discriminated against or
treated improperly.

Your doctor or investigator may suspend your participation in this trial at any time for your
best interests.

If you withdraw from the trial for any reason, you may be consulted with your use of the trial
drug. You may also be asked for laboratory tests and physical examinations if the doctor thinks it
is necessary. You can also refuse, and you will not be discriminated against or treated improperly.
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Consent statement

1. I have read this informed consent form, and the person in charge of the project has given me a
detailed explanation of the purpose, content, risks and benefits from this experiment.

2. | have discussed and asked related questions about this research, and the answers to these
questions are satisfactory to me.

3. I have plenty of time to make a decision.

4. I voluntarily agree to participate in the scientific research introduced in this article, and agree

to use my research data for the publication of this research.

5. | agree to the representative of the drug regulatory department, ethics committee or project
funding department to consult my research data.

6. 1 will get a signed and dated copy of the informed consent form.

Finally, | decided to agree to participate in this study.

Subject's signature: Date:

I confirm that | have explained the details of this study to the subject, including their rights and
possible benefits and risks, and gave them a copy of the signed informed consent.

Researcher’s signature: Date:
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A blank version of the Informed Consent for Shenzhen cohort
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Informed Consent

Dear volunteer:

We are carrying out a research of The regulation of host gene SNP on type I IFN

response and its correlation with the tuberculosis infection outcomes, so we invite you to

participate in this research. Before you decide whether to participate in the research, please
read the following carefully. It will help you understand the contents, the purpose, procedures
and deadlines of the research, and the benefits, risks and discomfort of participating in the
research, and the rights you will have. If you agree, you and your relatives, friends can join in

the discussion to help you make a decision.

1. About this project
The project is mainly to collect the peripheral blood and fecal samples from healthy
controls and patients with active TB infection. We will analyze the host genetic variants,

immune functions and mechanism of these blood cells, and gut microbiota of fecal samples.

2. The purpose of this project

To clarify the differences between the gut bacteria of healthy controls and active
tuberculosis patients, and how human genetics modulate compositional shifts of gut
bacteria and elicit varying degrees of TB pathogenicity and severity in different
individuals, and provide a new scientific basis for vaccine, drug, and diagnosis methods for

preventing/treatment of tuberculosis.

3.Who should not participate in the study
(1) People younger than 16 or older than 80 years;

(2) Pregnant women.
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4. If you participate in this study, what will you needs to do?
The duration of this research project is from March 2012 to March 2018. About 20 ml of
peripheral blood will be drawn from the volunteers and 5 gram fecal samples will be collected

from the volunteers. Volunteers do not need to pay any fees.

5. The benefits, adverse reactions, risk, and the availability of treatment you may
get

No drugs or medical devices will be tested in the patients or other research objects. The
potential risks to blood donor are minimal and parallel those associated with the donation of
blood including, adverse reactions to anticoagulants, starch additives for blood separation,
and ethylene oxide residues used to sterilize tubing during blood collections. The potential
risks to subjects from veni puncture are minimal and include discomfort and bruising from
needle sticks. There is no or very little adverse reactions or risk may happen for donations of

fecal samples.

6. Related costs
All the cost of the test will be paid by the researchers. We will also provide
compensation about 20 to 400 RMB for nutrition and communication, depending on the

situations and willingness of volunteers.

7. Personal Information

Your research records (test results, etc.) and any other personal information will be
locked by researchers, and these records and information will not be provided to any other
personnel and units. Within the scope permitted by law, information about your research
records will be confidential. Only researchers, research-designated inspectors, college and

school ethics committee can analyze and inspect all your research records and test results.

8. Access to information
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You can ank any questions about this research at any time and get answers. If there are
any important new information that may affect your willingness to continue participation in

the study in the research process, the researchers will notify you and ask for your opinions.

9. Voluntary participation and exit

It totally depend on your wiliness whether or not to participate in this research projects.
You can refuse to participate in this research or exit this research at any time during the
research. To protect your interest, researchers may stop the research any time. If you are not
willing to participate in the research anymore, researchers may discuss with you about your

participation in the research.

10. Your rights
It totally depend on your wiliness whether or not to participate in this research projects.
Before you make a decision to participate in the study, please consider as carefully as possible.

If necessary, you can ask any relevant questions to researchers.

Thank you for reading the above materials. If you decide to participate in this study,
please inform researchers, he/she will arrange you to participate in this research. Please keep

this document.
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Informed Consent signature page

Project title : The regulation of host gene SNP on type I IFN response and its correlation
with the tuberculosis infection outcomes

Research Unit: Shenzhen Third People's Hospital

Declaration of Consent
I have read the above description of the research, and have the opportunity to discuss the
research with researchers and ask questions. All my issues have been answered satisfactorily.

| know that participating in this trial may have risks and benefits. | know participating in
the study is voluntary. | confirm that | have sufficient time for consideration and
understanding:

e | can always consult with the researchers for more information.

e | could quit from participating the experiment at any time, without discrimination or
revenge, and rights and interests will not be affected.

e | also know that if I quit from research, especially due to physical testing or
laboratory testing during the study, I will give my information about body changes to the
researchers, and complete the appropriate body checks, which will benefit the research.

e If I need to take any other measures because of obvious body condition changes, |
will make decisions before consulting with researchers.

e | know my privacy will be protected during the test, the test results of any public
reports will not disclose my personal information. | also agree with the researchers,
research-designated inspectors, college and school ethics committee may review my records.

e | know If I have reversed reactions related to the study during the study, researchers
will provide the cost of treatment and the corresponding economic compensation based on the
situation of my reversed reactions.

e | will receive a signed and dated copy of informed consent.

Finally, | decided to agree to participate in this research, and to ensure as far as possible
to comply with the protocol.

Signature of Subject: Date:
Contact:

I confirm that | have explained the test subjects in details, including its rights and
potential benefits and risks, and give a signed copy of the informed consent.
Signature of researchers: Date:

Researchers work phone:
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Informed Consent Version Number: 01

Informed Consent

Project name: Study on the correlation between tuberculosis infection and intestinal microecology
Plan Version Number: 01, January 3, 2019

Informed Consent Version Number: 01, January 3, 2019

Research Institution: Foshan Fourth People's Hospital

Principle Investigator: Wang, Wei

You will be invited to participate in a scientific research. This informed consent form
provides you with some information to help you decide whether to participate in this scientific
research. Please read it carefully. If you have any questions, please ask the researcher in charge
of the study.

Your participation in this study is voluntary. This study has been reviewed by the ethics
review committee of this research institution.

Research purposes: Tuberculosis is caused by Mycobacterium tuberculosis infection.
However, the condition of different tuberculosis patients varies greatly. This study will explore
why the same strain of tuberculosis bacteria can cause serious differences in individual
tuberculosis. We will explain the mechanism of this from host genes, intestinal bacteria, immune
response, etc., to provide a new theoretical basis for the diagnosis, treatment and prevention of
tuberculosis.

Research process: If you agree to participate in this research, we will humber each subject.
During the research, we need to collect some of your specimens. Professionals will take samples
of you. For example, 20 ml of venous blood is drawn from your arm, which takes 1 time, and
you need to provide 5 grams of stool specimens. Your sample is only used for this study.

Risks and discomfort: For you, all information will be confidential. Your sample collection
will be performed in strict accordance with the sterility requirements. The collection of samples

may have some very small risks, including short-term pain and local bruising.
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Informed Consent Version Number: 01

Benefits: Testing your specimens will help diagnose the disease, provide necessary
recommendations for your treatment, or provide useful information for disease research.

As a research subject, you have the following responsibilities: provide the true information
about your medical history and current physical condition; tell the research doctor about any

discomfort you have experienced during the study.

Privacy issue: If you decide to participate in this study, your personal information about
participating in the experiment and in the experiment will be kept confidential. Your blood
sample will be identified by the study number instead of your name. Information that can identify
you will not be disclosed to members other than the research team unless you have your
permission. All research members and research sponsors are required to keep your identity
confidential. Your files will be kept in a locked filing cabinet for research personnel only. To
ensure that the research is conducted in accordance with the regulations, when necessary,
members of the government management department or the ethics review committee can consult
your personal data in the research unit as required. When the results of this research are
published, no personal information about you will be disclosed.

If you are harmed as a result of participating in this research: In the event of damage related
to this clinical research, you can get free treatment and/or corresponding compensation according
to Chinese law.

You can choose not to participate in this study, or notify the investigator to withdraw from
the study at any time, your data will not be included in the study results, and any of your medical

treatment and rights will not be affected.

| have read this informed consent form.

I have the opportunity to ask questions and all questions have been answered.

I understand that participation in this study is voluntary.
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Informed Consent Version Number: 01

I can choose not to participate in this research, or I will withdraw after informing the
researcher at any time without being discriminated against or retaliated. Any of my

medical treatment and rights will not be affected by this.

I will receive a signed copy of the "Informed Consent".

Subject’s name:

Subject's signature:

Date:

I have accurately informed the subject of this document, he/she accurately read the informed
consent form, and proved that the subject has the opportunity to ask questions. | certify that he/
she consented voluntarily.

Researcher's name:

Researcher’s signature:

Date:

(Note: If the subject is illiterate, the witness is required to sign, and if the subject is

incapacitated, the agent’s signature is required)
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