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About Us

We are a group of researchers from the Research Institute of Tuberculosis, Japan Anti-Tuberculosis
Association, which is a not-for-profit organization dedicated to research on Tuberculosis (TB), as well as
providing technical assistance to national and international TB programs. We are the only organization
that specializes in TB in Japan, and are also one of the WHO collaborating centers.

We have recently launched an operational research project, called the “BRIDGE TB CARE” (BTBC), in which
we seek to assist patients who cross borders while they are still on TB treatment to receive continuous
TB care and treatment. Please read below carefully, before deciding to take part. Your decision (whether
to participate or not) will NOT affect the quality of care that is routinely provided, and will NOT work
to your disadvantage.

About Our Project

Title of the project:
“The Usefulness of a Cross-border Tuberculosis (TB) Patient Referral Mechanism in Asia”

Purpose:

The ultimate aim of the study is to evaluate the effectiveness of a cross-border TB referral service, the
“BRIDGE TB CARE” (BTBC), on the treatment completion rate of TB patients, who have started TB
treatment in Japan but have decided to continue the treatment in their country of origin. The BRIDGE TB
CARE seeks to provide continuous access to quality TB care among patients who choose to cross borders
while they are on TB treatment. This is a pilot study, and the referral will be conducted between Japan
and the following selected countries: the Philippines, Vietnam, China, South Korea and Myanmar.

Who is eligible to participate:

- People who are aged 18 years and above.

- People who have started treatment for active TB in Japan, but have decided to continue their treatment
in their country of origin.

What you are being asked to do:

The study consists of three components, but you do NOT have to take part in all. For example, you can
choose to take part in just one or two components. Each of the components is explained in detail below.
For a full research protocol, please visit http:www.jata.or.jp/preparation.php.

Component 1: Take part in a questionnaire survey: this survey aims to try to understand the situation
which led to your deciding to continue your treatment in your country of origin, and not in Japan. It will
take approximately 15 minutes to complete. The questionnaire is anonymous (e.g., no names or any other
personal identifier information will be asked), and this consent form, should you agree to take part, will
be kept separately from the questionnaire. The information collected from the questionnaire will
therefore NOT be traceable to you, and will NOT be shared with a third person or be used for purpose
other than this study.

Component 2: Take part in a semi-structured interview: this interview aims to try to understand why you
have decided to continue your treatment in your country of origin instead in Japan, in more detail. The




interview will take approximately 40 to 50 minutes, and will be conducted by an experienced researcher,
who is UNRELATED to official health/immigration authorities. The interviewer will NOT be asking you to
change your mind, or make judgements about your decision, but simply listening to your story. With your
consent, the interview will be tape-recorded but will be anonymous. It will be kept strictly confidential
and will NOT be shared with a third person or be used for purpose other than this study.

Component 3: Take part in the "BRIDGE TB CARE” (BTBC): this is an arrangement made between the
Research Institute of Tuberculosis, Japan, and the relevant counterparts in the countries listed above. If
you agree to take part and receive referral support, you will agree that the information you have provided
will be shared by the Research Institute of Tuberculosis, public health center to where you were initially
registered in Japan, hospital where you have started and received TB treatment in Japan, the National TB
Programme of your country, and local health authorities of your country, for the following purposes:
- to search for health facility(ies) that are fit to provide you appropriate TB care and treatment once
you go back to your country,
- to conduct the follow-up of TB care from when you arrive to your country, access health facility, and
complete your treatment,
- to notify the relevant organizations both in your country of origin and in Japan of your final treatment
outcome,
- to build an electronic database of patients who have left Japan while still on TB treatment, like
yourself, with the final treatment outcome. The database will be kept for 5 years, and will be utilized
to evaluate the effectiveness of the “BRIDGE TB CARE”. In the process of the analysis, all personal
information will be deleted and only anonymized data will be used.
Confidentiality:
All the information you have provided will be kept confidential, and will not be shared with a  third
person or be used for purpose other than this study. The electronic database will only be accessible by the
researchers at the Research Institute of Tuberculosis, and will be kept in a personal computer which is
protected by password and ID. All paper-based data will be stored in a cabinet fitted with a lock.

The results of the study will be shared in the form of scientific papers and/or be presentation at meetings,
however, no personal identifiable data will be made public. Both electronic and paper-based data will be
discarded after 5 years of completing the study.

Study period:
From July 2019 through March 2023.

Possible risks you may encounter:
No physical or mental risks or discomforts are anticipated from participating in this study.

Potential benefits you will receive:

By participating in this study, you will help us build a better TB care and service for ALL foreign TB patients,
whether they decide to stay in Japan or return to their country of origin to complete TB treatment.
Participating in the third component, i.e., receiving the referral service via “BRIDGE TB CARE”, will not only
be beneficial to your own health, but also to your family, friends and the wider community, by reducing
the risk of further transmission of TB, and the risk of development of drug resistant TB.

Your right to withdraw:

Component 1 (the questionnaire survey) - you are entitled to withdraw from the questionnaire even
after you have started answering it, without the need to explain why, and without receiving any
penalty.

Component 2 (the semi-structured interview) — you are entitled to terminate the interview at any time
without the need to explain why, and without receiving any penalty.



Component 3 (the referral) - you are entitled to withdraw from this agreement at any time, which
means that all the information you have provided will be deleted from the study’s electronic database.
10. Ethical approval:
This study has been approved by the director of the Research Institute of Tuberculosis (RIT), Japan Anti-
Tuberculosis Association (JATA) through the Institutional Review Board (RIT/IRB 2019-06, 2019-08, 2019-
09, 2019-12).

11. Funding source and the conflict of interests:
The funding sources of this study are Japan Society for the Promotion of Science (JSPS, KAKENHI
19K10635) and the double-barred Cross Seal Donation Fund by JATA. There is no conflict of interests
related to the conduct of the study in all of the investigators.

12. Inquiry: Please feel free to contact us if you have any inquiries about the study or encounter any problem
during the study participation.
Name: Akihiro Ohkado Contact number: +81-42-493-5517
E-mail: bridgetb@jata.or.jp

Please contact both Institutional Review Boards whenever you have any inquiry about your right as the

study participants.
(Japan): Research Institute of Tuberculosis, Institutional Review Board, +81-42-493-5711

Informed Consent

Your response with your printed name and signature below indicates that you have either agreed or disagreed
to participate in the study.

1. |haveread and understood the statements in the informed consent form, and what is required of me
if | participate in this study.

Yes / No
2. | have understood the potential risks, benefits, and my rights in participating in this study.
Yes / No

3. | agree to my personal information being collected for the purpose of this study, and shared among
the relevant organizations as according to the statements in the informed consent form.

Yes / No
4. All my questions concerning the study have been answered.
Yes / No

5. | agree to take part in (please tick):

[J Component 1 —the questionnaire survey

[J Component 2- the semi-structured interview

[J Component 3- the referral

6. | agree that my signing below, | will receive a copy of the informed consent form and | will keep a
copy of the informed consent form until the end of the study participation.



Participant
Printed Name: Signature: Date:

Legal representative (If needed)
Printed Name: Signature: Date:

Impartial witness (If needed)
Printed Name: Signature: Date:

Name and affiliation of person who has explained the above to the participant, and who takes responsibility
in taking the informed consent

Printed Name: Signature Date:
Affiliation:

Contact person-in-charge, office address, and tel/fax number in Japan:

Akihiro Ohkado, MD, MSc, PhD
Lisa Kawatsu, MSc, PhD

Department of Epidemiology and Clinical Research

Research Institute of Tuberculosis (RIT) / Japan Anti-Tuberculosis Association (JATA)
Matsuyama 3-1-24, Kiyose, Tokyo, 204-8533 Japan

Telephone: (+81) 42 493 5517

Fax: (+81) 42 493 5340

Email: bridgetb@jata.or.jp
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