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Definition of Term, “Medical and Biological Research Involving Human Subjects” 
in Japanese Ethical Guidelines for Medical and Biological Research Involving Human Subjects

- Notified by the Japanese government (Ministry of Education, Culture, Sports, Science and Technology, Ministry of Health, Labor and Welfare, and Ministry 
of Economy, Trade and Industry).

Activities involving human subjects that are conducted for the purposes of A or B below:

To obtain knowledge about the structures or functions of the human genome and genes and gene 
mutation or expression, using specimens and/or information of human origin. 

A 

(i) Understanding the causes of injury and disease (including the frequency and distribution of 
various health-related events and the factors that affect them); 
(ii) Understanding pathology; 
(iii) Improving or verifying the effectiveness of injury and disease prevention methods; or, 
(iv) Improving or verifying the effectiveness of diagnostic and therapeutic methods in medical 
care.

To obtain knowledge that contributes to maintaining and promoting public health or to the recovery of patients 
from injury or illness, or to improving quality of life through the following (i), (ii), (iii), or (iv) below: 

Source: Ministry of Education, Culture, Sports, Science and Technology Ministry of Health, Labour and Welfare Ministry of Economy, Trade and Industry Ethical Guidelines for 
Medical and Biological Research Involving Human Subjects Partially amended on March 27, 2023 https://www.mext.go.jp/content/20250325-mxt_life-000035486-01.pdf

B 





Research applicable to Japanese Ethical Guidelines for Medical and Biological Research Involving 
Human Subjects
- Notified by the Japanese government (Ministry of Education, Culture, Sports, Science and Technology, Ministry of Health, Labor and Welfare, and Ministry 
of Economy, Trade and Industry).

Research falling under any of the following categories A through C shall not be applicable to these 
Guidelines:

Source: Ministry of Education, Culture, Sports, Science and Technology Ministry of Health, Labour and Welfare Ministry of Economy, Trade and Industry Ethical Guidelines for 
Medical and Biological Research Involving Human Subjects Partially amended on March 27, 2023 https://www.mext.go.jp/content/20250325-mxt_life-000035486-01.pdf

A Research conducted pursuant to the provisions of laws and ordinances; 

B Research included within scope of the code of conduct set forth by laws and ordinances; or, 

C 

Research utilizing only the specimens and/or information listed in the following:
(i) Specimens and/or information, the value of which has already been established academically, 
that are widely used in research and are generally available; 
(ii) Existing information that is not information relating to an individual; and, 
(iii) Anonymized personal information that has already been created.





Source: Junko Eba, Kenichi Nakamura, Overview of the ethical guidelines for medical and biological research involving human subjects in Japan, Japanese Journal of Clinical Oncology, 2022, 
52 (6) 539–544, https://doi.org/10.1093/jjco/hyac034




