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Table2 DO RDRC(ODODUODOOODOOOO)ODOODODOOODOODOOODODOO
Conditions of the radiation dose limitation under which use of radioactive drugs for research are considered safe
and effective by the United States Code of Federal Regulations, Title 21, Part 361, Section 361.1

Organ or system Single dose Annual and total dose
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Table3 0O Radioactive Drug Research Committee 0 0 O O O
The trend of Radioactive Drug Research Committee (RDRC) in United States, in view
of numbers of submitted protocols; research subjectsin these protocols including children;
effective RDRCs, from 1976 to 2007
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where the type of research involves radioisotope-labeled compounds which are admin-

istered to human research subjects.
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Table 4 DOO0OODOOODOOODODOODOOODOOOOO
Comparison of regulatory frameworks on radiological protection of human research subjects
among United States, United Kingdom, and Japan
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Summary

Radiological Protection of Human Subjects: the First Report
A Comparative Study of the UK, USA and Japan Regulations
and Domestic Questionnaire Survey

Study Group for Radiological Protection of Human Subjects
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Background: Asfor radiological protection of hu-
man subjects, aregulatory system has been devel oped
in Europe and the United States (US) but not in Japan.

Objective: To clarify pointsto consider for creating
adomestic regulatory system of radiological protec-
tion of human subjects based on the European and US
situation.

Method: Comparétive survey of international, US,
United Kingdom and Japanese regulatory documents,
and a questionnaire survey of the local standards of
Japanese research institutes for the radiological pro-
tection of human subjects.

Findings. Asfor theradiological protection of hu-

man subjects, legal frameworks have been established
in Europe and US, but in Japan, standards are not clari-
fied even in research institutes.

Conclusion: In Japan, more surveys and discussion
are necessary to clarify the system for radiological pro-
tection of human subjects from the view points of dose
constraints, subject selection, review system, informed
consent, risk assessment, etc.

Key words. Radiologica protection of human sub-
jects; Dose constraint; International Commission on
Radiological Protection (ICRP); Internal radiation;
Radiation risk assessment.



