%5 1R : 2020 4£ 2 A 18 HERL

Optout =7 F7 U k
Utilization of blood samples collected in Institute of Epidemiology, Disease
Control and Research (IEDCR) in Dhaka, Bangladesh and Department of
Gastroenterology, Oita university for the development of a portable
RT-LAMP for diagnosis of Chikungunya infection.
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[Title of the research project, #HZLERES]
Development of a portable reverse transcription loop-mediated isothermal
amplification system to detect the E1 region of Chikungunya virus.
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[Condition, HAZED*IHR]

Patients who collected blood at Institute of Epidemiology, Disease Control and
Research (IEDCR) due to suspected chikungunya virus infection from May 2017
through September 2017. Patients who had upper gastrointestinal endoscopy and
collected blood from September 28, 2015 through September 30, 2020 at the
Endoscopic Clinic of Oita University Hospital.
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[About Chikungunya infection, F% >4 =7 & & (%]

Chikungunya fever is caused by the chikungunya virus transmitted by the bites of
infected female mosquitoes. The incubation period varies between 3 to 7 days. In the
acute phase of the infection, the patients commonly present with high fever, severe
arthralgia, skin rash and headache. Especially, severe joint pain impacts quality of life
on a long-term basis. There is no effective antiviral treatment. Chikungunya virus
diagnostic assay currently relies on conventional reverse transcription polymerase chain

reaction assay that is highly time- and cost-consuming. To develop a cost-effective,
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rapid diagnostic method is desired in the endemic area including Bangladesh.
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[Objectives, HARD B - AEIZDUNVT])

The purpose of this study is to evaluate our portable RT-LAMP for diagnosis of
Chikungunya infection using blood samples in Bangladesh. Our ultimate goal is to
prevent outbreaks of chikungunya fever by establishing a new diagnostic method based
on RT-LAMP technology.
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[Samples and Information, EAEETULV=F=<EHM - FRIZDOULT]

Blood samples collected from patients with chikungunya infection from May 2017
through September 2017 at Institute of Epidemiology, Disease Control and Research
(IEDCR) will be used for this study. We will use medical records and a part (less than
100 microliters) of blood samples stored at IEDCR for the evaluation of our RT-LAMP
system. To verify the presence of false positive reactions, we use the sample from
patients who had upper gastrointestinal endoscopy from September 28, 2015 through
September 30, 2020 at the Endoscopic Clinic of Oita University Hospital. The patient's
blood samples is anonymized and managed in accordance with the " ethical guidelines
for medical and health research involving human subjects", and the privacy of patients
is strictly protected. We do not have patient personal information. To utilize the
information and samples is strictly reviewed and approved by the ethical committee of
Oita University Faculty of Medicine with external committee members. This study
obtained permission from the dean of faculty of medicine, Oita University. We comply

with relevant laws and regulations throughout the research process.
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[Sample storage and Information management, =¥} - IHEEFRDEFZIZDUVT]

The results of this study will be provided to the International Centre for Diarrhoeal
Disease Research, Bangladesh (icddr, b) and IEDCR in Dhaka, Bangladesh. The
information will be recorded and stored at Oita University School of Medicine. The
blood samples are stored based on the storage period specified by IEDCR at the time of
sample collection, and the clinical information is stored based on a storage period of 10
years after publication of the paper. The clinical information will be completely deleted
after the storage period is over; data recorded on paper will be destroyed by a shredder,
and electronic data will be deleted completely so that it cannot be restored. Samples of
patients who had blood test at Oita University's Department of Gastroenterology are
used for test of the RT-LAMP system and properly disposed as infectious waste. The

storage of information is basically 10 years after the publication of the research paper.
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[Benefits, &7tz & > THOFIE]
There will be no direct benefit for you when taking part in the study but it will also not
incur any costs. In the future, even if the results of this research lead to the development
of diagnostic products and other benefits, patients cannot be claimed. There is no risk

involved in this study using blood samples already collected. We hope this research will
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benefit patients in the future.
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[Confidentiality, FMZDFREF]
All information that you provide will be considered confidential and will only be
shared with staff involved in this research study. Since we do not have the patient

personal information, the individual patients cannot be identified.
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[Right to Refuse or Withdraw, BAESMA~DIEHMEEELY HH]

You may choose not to participate in this study and you may decide to withdraw from
the study at any time without penalty or loss of benefits to which you would otherwise
be entitled. You do not have to explain why you do not wish to participate or withdraw.
The research results will be published as academic papers, but if you refuse to

participate after publication, we will not withdraw papers we have already published.
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[Contact information, E#&4E]
If you have any questions, clarification or if any problems arise, you may contact the

following:

fAIDNVERIPH DM LTe WA AT D ORI A U758 I3 LA T 2
LTLIZEN,



Principal investigator F{T-AF70FE

Dr. Takashi Kobayashi /[NKF&ERE

Department of Infectious Disease Control, Faculty of Medicine, Oita University, Japan.
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e-mail: takashik@oita-u.ac.jp

[Research period, FFZTHAR)
October 18, 2019 — September 30, 2021

20194~ 10 H 18 H~2021 49 H 30 H

[Research funds, HIEEZ]
This study is supported by a public grant, Grants-in-Aid from the Japan Society for
the Promotion of Science (Grant numbers 17H04649) of Department of Infectious
Disease Control, Faculty of Medicine, Oita University, and there is no cost burden for

patients.
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[Conflict of interest, F|#FAERIZDULVT]

This research is conducted using the above public funds, and does not use any funds
from specific companies. “Conflicts of interest” refers to interests that may affect
research results, including budget and personal relationships. This research has no

“Contflicts of interest” to declare.
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