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Information on Clinical Research
For Patients and Families at the Department of Oral Medicine

Our hospital is conducting the following clinical research study. This study uses patients’
medical record information. Under the Ethical Guidelines for Life Science and Medical
Research Involving Human Subjects (Notification No. 1 jointly issued by the Ministry
of Education, Culture, Sports, Science and Technology; the Ministry of Health, Labor
and Welfare; and the Ministry of Economy, Trade and Industry in 2021, partially revised
on March 27, 2023), it is required that information regarding such research be publicly
disclosed.

If you have any questions regarding this study, please contact our department listed

below.

[Title of Research Project]
Clinical Investigation of Patients with Dental Psychosomatic Disorders

[Name of Research Institution and Head]
Hokkaido University Hospital

Hospital Director: Yasuyuki Nasuhara

[Principal Investigator and Affiliation]
Ken-ichiro Sakata

Department of Oral Medicine, Hokkaido University Hospital

[Collaborating Research Institutions / Responsible Investigators / Heads of Institutions]
1. Miami Cancer Institute, Oral Medicine and Oral Oncology
Alessandro Villa / Leonard Kalman
2. University of Sao Paulo, Department of Stomatology
Camila de Barros Gallo / Camila de Barros Gallo

[Purpose of the Study]

This study aims to investigate and classify patient backgrounds, causes, treatment
methods, and treatment outcomes by utilizing clinical information from patients
diagnosed with dental psychosomatic disorders who visited the Department of Oral
Medicine at Hokkaido University Hospital. Through this investigation, we seek to
clarify the characteristics of the disease and identify more effective treatment
approaches.

In addition, by comparing clinical data from patients with dental psychosomatic
disorders treated at collaborating institutions in the United States and the Federative
Republic of Brazil, we aim to examine differences among ethnic groups and to develop

more effective treatment strategies based on larger-scale data.
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[Methods of the Studyl
Eligible Patients
Patients diagnosed with dental psychosomatic disorders who visited the Department of
Oral Medicine at Hokkaido University Hospital or collaborating research institutions
between January 1, 2007, and March 31, 2026.

Medical Record Information to Be Used
The following items will be investigated for the period from the initial visit to the most
recent medical record entry:
1. Background information: age, sex, chief complaint, present illness, past medical
history, medications, treatment history, lifestyle history, physical findings
2. Oral Candida culture test
3. Gum test
4. Hematological tests: white blood cell count, red blood cell count, hemoglobin,
platelet count
5. Biochemical test: serum Fe, Zn, Cu, vitamin B12, albumin
6. Findings based on traditional Eastern medicine (e.g., body type, activity level,
tongue diagnosis/ inspection)
7. Treatment details (medications)
8. Psychological test results

9. Treatment outcomes

[Study Period]
From the date of approval by the Hospital Director until March 31, 2027
(Start of data use: around January 2024)

If you wish to know details about the research plan, related documents, or information
concerning patients themselves, such information can be disclosed unless it involves
other patients’ personal information or matters that could affect the research.

All patient information used in this study will be managed after removing
personally identifiable information such as names and addresses. The anonymized data
will be provided via email to the collaborating institutions—the Miami Cancer Institute
(Florida, United States) and the University of Sdo Paulo (Federative Republic of Brazil).

No information that can identify individual patients will be included.

Personal Information Protection Systems in Other Countries
State of Florida, United States

e The Florida Digital Bill of Rights (FDBR) is in effect.
Federative Republic of Brazil

e The Brazilian General Data Protection Law (LGPD) is in effect.
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For the most up-to-date information, please refer to the materials published by the
Personal Information Protection Commission of Japan at the following website:
https://www.ppc.go.jp/personalinfo/legal/kaiseihogohou

Measures for the Protection of Personal Information

Appropriate security measures will be implemented to prevent unauthorized access and
data leakage. Upon request, we will provide information regarding measures taken to
protect personal information. At the receiving institutions, the research will also be
conducted in accordance with procedures based on relevant national laws and guidelines.
The results of this study will be presented at academic conferences and published in
academic journals; however, any information that could identify individual patients will

be removed.

If'you do not consent to the use of your information for the above research, please contact

us at the address below.

Contact Information / Consultation Desk
Department of Oral Medicine, Dentistry

Hokkaido University Hospital

Kita 14, Nishi 5, Kita-ku, Sapporo, Hokkaido, Japan
Attending Dentist: Ken-ichiro Sakata

Tel: +81-11-706-4280

Fax: +81-11-706-4280
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