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Information disclosure document regarding life science and medical
research involving humans

Research topic name: Outpatient support for foreign
tuberculosis patients

Review of outpatient DOTS and future assistance and support
needs

Introduction

In 2021, Japan®s tuberculosis incidence rate (per 100,000 population)
was 9.2, categorizing it as a country with a low 1incidence of
tuberculosis. However, iIn recent years, there has been a notable increase
in the number of newly registered tuberculosis patients who are foreign-
born individuals, accounting for 1,313 cases (11.4% of total cases) in
2021. This 1increase has been particularly pronounced among young
individuals. One of the reasons behind this is that many young foreigners
who come to Japan for purposes such as technical training or study abroad
work in restaurants, and the number of cases of developing and being
diagnosed with tuberculosis within two years of arriving in Japan 1is
increasing. In particular, in Gunma Prefecture, the proportion of
foreign-born individuals among newly registered tuberculosis patients
is the highest in the country at 27.64%.

Of the 139 newly registered tuberculosis patients at our hospital from
January 2018 to March 2022, 25 of the 107 patients treated as outpatients
were foreign patients, accounting for approximately 23%. While Japanese
patients were predominantly in their 70s to 80s, while foreign-born
patients were more commonly found in younger—age groups, ranging from
their teens to 20s. We provide the (Japanese version of) directly
observed treatment short course (DOTS) to all patients undergoing
tuberculosis treatment as a countermeasure against tuberculosis, and we
provide counseling services to patients regarding their medication
status and interviews with nurses. Additionally, we hold a monthly DOTS
conference between the public health center and our hospital to share
patient information. We work with public health nurses to provide support
to complete tuberculosis treatment. Many of the foreign patients who
visited our hospital®s respiratory and allergy department were language



exchange students and technical internships who had arrived in Japan
within the last two years, and there were limited understanding of
Japanese language, cultural differences, and a lack of knowledge and
awareness of the disease. Furthermore, some patients have told us that
they face major problems in continuing treatment, such as financial
hardship due to work restrictions imposed by public health centers and
encountered prejudice and discrimination at work and school, posing
significant barriers to continuing their tuberculosis treatment. The
social backgrounds of foreign patients vary greatly, with those employed
by Japanese employers typically having better access to understanding
and support regarding tuberculosis. However, foreign students, such as
language school attendees, often lack support from their educational
institutions, leading to 1isolation and faced prejudice and
discrimination from his friends. As a result, he was iIn a situation
where he had to deal with everything on his own. In addition, since 2019,
the new coronavirus infection has been spreading in Japan, and many
clusters of foreigners have occurred in Japan, and this has been widely
reported in the media. As a result, there is a tendency for strong
prejudice against foreigners, and we have heard words of concern about
tuberculosis treatment. Therefore, this study aims to retrospectively
examine the medical records of patients involved in outpatient DOTS to
find out what kind of worries and anxieties patients face while
undergoing tuberculosis treatment, and what kind of support and
assistance they should receive. We believe that this research will
contribute to improving the support in the future.

Regarding the purpose and method of using specimens and information
used for research (including the method when providing them to other
institutions)

Information was collected from electronic medical records of foreign
patients in their 20s to 50s who underwent tuberculosis treatment and
DOTS at our hospital®s respiratory and allergy outpatient department
from January 1, 2018, to March 31, 2022. The items to be collected are
as follows.
1)Basic patient informations
gender, date of first examination, age, past history, disease name,



disease type, risk assessment, presence of lung lesions, date of start
of treatment, hospitalization period, outpatient visit period, type of
oral medication, scheduled period for taking medication, medication
status, schooling/employment status, country of origin, jurisdictional
public health center, administered checkup location.

2) Inspection data
Acid-fast bacteriological test: specimen type, smear, TB-PCR, liquid
culture, solid culture, culture PCR.

3) Image data

chest X-ray findings, chest CT findings

4) Medical records

doctor®s medical record, nursing record.

Based on the collected data, we summarize the patient®s progress, review
our responses, and summarize the good points and areas for improvement.

Subjects of the research

Eleven foreign patients in their 20s to 50s underwent tuberculosis
treatment and treatment and DOTS between January 1, 2018, and March 31,
2022, at the Outpatient Department of Respiratory and Allergy Medicine,
Gunma University Hospital will be included.

IT you do not wish to be eligible, please contact the consultation desk
(contact information). Information from those who do not wish to do so
will not be used for research. If the target person has passed away, we
will accept a request to refuse participation from a representative legal
guardian (spouse, parent, child/grandchild, grandparent, relative living
together, close relative, key person, etc.). However, please note that
if you inform us that you do not wish to be included in the research
after i1t has been published in a paper, etc., your information may be
used for research.

Research period
The period for conducting research is from the date of approval by the
medical director until March 31, 2028.

Items of samples and information used in research
Basic patient information of target patients (gender, date of first



consultation, age, medical history, disease name, disease type, risk
assessment, presence or absence of lung lesions, treatment start date,
length of hospitalization, length of outpatient visits, type of oral
medication, scheduled duration of medication, Medication status, whether
or not to attend school or work, type of school or work, country of
origin, jurisdictional public health center, supervised examination
site), acid-fast bacteriological test data (specimen smear, TB-PCR,
liquid culture, solid culture, culture PCR), imaging data (chest X-ray
findings, chest CT findings), doctors’ medical records and nursing
records in electronic medical records

Expected disadvantages (burdens/risks) and benefits
Benefits: There are no direct benefits to research subjects from this
research.
Disadvantages: There is no direct disadvantage to the research subjects
because of this research.

About personal information management

To prevent personal information from leaking, personal information
will only be handled within electronic medical records. When extracting
data from electronic medical records, strict measures such as deleting
(anonymizing) information that can identify individuals, digitizing data,
and encrypting data files are taken to prevent third parties from viewing
personal information. I"m trying not to be able to do that.

No information that can identify patients will be included in the
process of conducting this research or in the publication of its results
(e.g., at conferences, papers, etc.).

Personal information will be managed by Keiko Oshima, Research Director,
Infection Control Department, Gunma University Hospital.

Storage and disposal of samples and information

Samples and information will be handled in electronic medical records,
and anonymized samples and information will be handled on offline
computers and paper media. The data will be stored in a lockable locker
in the outpatient nurses® lounge at Gunma University Hospital.

Only the principal investigator and co-researcher can handle the samples



and data, and the co-researcher (Kanako Okoshi) will manage them as the
information manager. After 10 years have passed since the end of the
research and the research period, the data used in the research will be
securely deleted from offline computers and the paper-based materials
will be shredded and destroyed.

Information storage manager: Kanako Okoshi, outpatient nurse at Gunma
University Hospital.

About attribution of research results

The results obtained from this research may generate intellectual
property such as patent rights, but in that case, the patent rights will
belong to the researcher or the research institution to which the
researcher belongs, and you will not be entitled to this right.

About research funds
The expenses for this research will be based on outpatient medical
exXpenses.

Matters related to conflicts of interest

IT a research group receives funding from pharmaceutical companies in
addition to public funds, there are concerns that the clinical research
is being conducted for the benefit of the company or that the results
of the clinical research are not being published fairly. Questions may
arise, such as whether this i1s not done (maybe only results favorable
to the company are made public). This is called a conflict of interest
(a conflict between the interests of the patients and the interests of
the research group or pharmaceutical company). The conflict of interest
in this research has been approved by the Gunma University Conflict of
Interest Management Committee. In addition, we will maintain fairness
regarding the conflicts of interest in this research by regularly
reporting the research process to the Gunma University Conflict of
Interest Management Committee.

About Gunma University Medical Research Ethics Review Committee for Hu
man Subjects
The appropriateness and method of conducting this research have been



thoroughly considered by many experts. Gunma University has established
a medical research ethics review committee for human subjects, and this
committee examines whether there are any scientific and ethical problems
and receives approval.

About the research organization
The principal investigator and research collaborators in charge of this
research are as follows.

Research director

Affiliation/Job Title: Gunma University Hospital, Infection Control
Department, Head Nurse

Name: Keiko Oshima

Contact: 027-220-8605

Co-researcher

Affiliation/Job Title: Gunma University Hospital, Outpatient Nurse
Name: Kanako Okoshi

Contact: 027-220-8132

Co-researcher

Affiliation/Job Title: Gunma University Hospital, Outpatient Nurse
Name: Keiko Nishikawa

Contact: 027-220-8132

Co-researcher

Affiliation/Job Title: Gunma University Hospital, Outpatient Department,
Head Nurse

Name: Miwa Sato

Contact: 027-220-8756

Co-researcher

Affiliation/Job Title: Gunma University Hospital, Department of
Respiratory and Allergy Medicine

Assistant professor

Name: Hiroaki Tsurumaki



Contact: 027-220-8000

Co-researcher

Affiliation/Job Title: Gunma University Hospital, Department of
Respiratory and Allergy Medicine

Professor

Name: Toshitaka Maeno

Contact: 027-220-8000

Consultation desk to contact if you want information regarding the
rights of research subjects
The contact person for research subjects to contact if they would like
further information about this research and their rights is listed below.
IT you have any questions, please do not hesitate to contact us at any
time.
IT you do not wish to be a research subject regarding the use of your
samples and information in research, please contact the following address.
IT you do not wish to be a research subject, you will not be disadvantaged.

[Consultation counter (contact information) for 1inquiries and
complaints]

Affiliation/Job title: Gunma University Hospital, Infection Control
Department, Head Nurse

Name: Keiko Oshima

Contact information: 371-8511

3-39-15 Showa-cho, Maebashi City, Gunma Prefecture

Tel: 027 220-8605

In addition to inquiries and complaints, the above contact point accepts
the following matters.

(1) Access to (or obtaining) materials on the research protocol and
research methods, and the methods used.

*It 1s limited to the extent that i1t does not interfere with the
protection of personal information and intellectual property of other
research subjects.

(2) Disclosure of personal information of research subjects and its



procedures (including the amount of fees)
>

(3) Disclosure, correction, etc. and suspension of use of personal
information of research subjects. If the request cannot be complied with,
an explanation of the reasons for this.
(4) Notification regarding the use of samples and information provided
by research subjects

The purpose and method of use of samples and information (including
the method if 1t is provided to other institutions)

Items of samples and information to be used or provided

Scope of persons who will use the samples and information

Name or title of the person responsible for the management of samples
and information

The cessation of the use or provision to other research institutions
of the samples and information that identifies the research subject at
the request of the research subject or his/her representative, and the
method of accepting such a request
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