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Public Disclosure Document on Research Information

Research Title: Multidimensional Analysis of Causative Allergens in Allergies

This research has been reviewed by the Medical Research Ethics Committee of Fujita
Health University and is conducted with the approval of the heads of each
participating research institution.

(This study was originally conducted with written informed consent from the
participants or their legal representatives. However, as it became necessary to
use serum samples stored in the Fujita Biobank, the study is now being conducted
under the information disclosure and opt—-out method with the approval of the Ethics

Review Committee.)

1. Research Subjects
1. Pediatric and adult patients suspected of having allergies who are currently
receiving outpatient care at Fujita Health University Hospital or Fujita
Health University Bantane Hospital.
2. Healthy volunteers of foreign nationality without allergies who have

consented to the storage of their serum in the Fujita Biobank

2. Research Purpose, Methods, and Period

2-1. Target Diseases, Purpose, and Significance

At present, many people suffer from allergic diseases such as hay fever, food
allergies, latex allergies, and drug allergies. In severe cases, symptoms such as
difficulty breathing or loss of consciousness may occur.

With current technology, identifying the allergen responsible for an allergic
reaction is not always easy. In some cases, the cause cannot be clearly diagnosed
without conducting tests such as oral food challenge tests or drug provocation
tests to see whether symptoms appear after consuming or being exposed to the
suspected allergen

The purpose of this research is to elucidate the causative antigens of various



allergies. If a method can be developed that enables accurate diagnosis in a simple
and safe manner, it will become easier to identify the allergens patients need to
avoid, thereby improving their quality of life (QOL). Furthermore, if treatments
are developed, the |ikelihood of living free from the burden of allergies will

increase.

2-2. Research Methods

(1) Planned Research Period

From the date of approval by the Ethics Committee until March 31, 2029.

(2) Planned Number of Participants

This research plans to recruit 6,500 patients and 100 healthy individuals (with

our institution contributing approximately 700 patients and 80 healthy individuals)

In addition, approximately 3-5 serum samples from healthy foreign nationals stored

in the university’ s serum bank will be used.

(3) Research Procedures

1. During routine medical care, when blood tests are conducted, an additional
blood sample will be taken using standard methods. The amount of additional
blood col lected will range from 10 ml to a maximum of about 30 ml for adults
and 20 ml for children, depending on need. The blood will be sent to the
Department of Pediatrics, School of Medicine, Fujita Health University, or
to research facilities dedicated to allergen analysis. The attending
physician may also collect further allergy-related medical history, and may
conduct diagnostic tests such as oral food challenge tests, drug provocation
tests, or additional blood tests to investigate possible allergens
For the purpose of assessing nonspecific response differences by race, serum
from healthy foreign individuals stored in the university’ s serum bank
will also be used.
2. The attending physician will collect the following information and results:

(i) Name, medical record ID, age (date of birth), sex, attending
physician’ s name, name of medical institution, department, etc. Personal
information such as name and date of birth will only be accessible to the
attending physician within the same institution.
(ii) Allergy information including family history of allergies, the
participant’ s history of allergic diseases, and detailed symptoms related
to the suspected allergenic food.



(iii) Results of blood tests, basophil activation tests, skin tests, oral
food chal lenge tests, drug provocation tests, etc
3. Using serum and other materials, antigen search tests such as enzyme-I|inked
immunosorbent assays (ELISA), immunoblot tests (for detecting proteins bound
to IgE antibodies in serum), and epitope mapping will be conducted
Identified antigen candidates may also be verified through skin testing. If
a substantial number of cases with the same causative substance are
collected, statistical analysis will be performed to evaluate and examine
the relationship with clinical pathology. In addition, analysis of blood
components will be conducted to search for diagnostic markers. Follow-up
sampl ing, such as during routine outpatient visits after a certain interval,
will be conducted to evaluate prognosis and search for predictive factors.
4. Any remaining specimens from this research will be stored for as long as
possible and may be used for other research purposes. In such cases, the
attending physician may confirm necessary information again
(4) Items for Examination and Observation
During the research period, at outpatient visits, the following will be confirmed:
interview information regarding symptoms and severity, skin test results, blood
test results (specific IgE antibody tests, basophil activation tests, etc.), and

results of oral challenge tests

3. Types of Specimens and Information Used in the Research

Information: Medical history, sex, age at blood collection, attending physician’ s
name, allergy history, symptoms induced by each allergen, medical record number,
etc.

Specimens: Blood samples

4. Provision of Specimens and Information to External Parties

Participant names will be replaced with an identification code (a combination of
letters and/or numbers), and a correspondence table will be created to ensure
anonymity (so that the serum cannot be linked to a specific individual without
this correspondence table). When serum is sent to a collaborating research
institution, a form containing the identification code, sex, age, allergy history,
allergy symptoms, and al lergen-related information will be sent. The correspondence
table for the identification code will be stored and managed by the principal
investigator of this study



5. Research Organization
Principal Investigator:
Yasuto Kondo, M.D., Ph.D.
Professor, Department of Pediatrics, School of Medicine, Fujita Health University
Col laborating Institutions and Researchers:
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6. Requests for Exclusion from the Study / Contact Information

If you (or your legal representative) do not agree to have your specimens and
information used for this research, you may request to be excluded from the study.
Please contact the address below. Such a request will not result in any disadvantage
to you or others

If you have any questions regarding this research, please contact the address
below. Upon request, you may also view the research protocol and related documents
to the extent that it does not compromise the privacy of other participants or
intel lectual property rights

Contact for Inquiries or Refusal of Use in the Research:

Department of Pediatrics, School of Medicine, Fujita Health University

Contact Person: Yasuto Kondo, M.D., Ph.D., Professor, Department of Pediatrics,
School of Medicine, Fujita Health University

Or your attending pediatrician at Fujita Health University Hospital or Bantane
Hospital

Address:

Department of Pediatrics, Fujita Health University Bantane Hospital

3-6-10 Otohashi, Nakagawa—ku, Nagoya, 454-8509, Japan

Tel: +81-52-323-5649

Fax: +81-52-323-5776

This research is primarily funded by the Consumer Affairs Agency of Japan.
Therefore, there is no affiliation with any specific company. No other financial

personnel, or material support will be received.
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