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Abstract

At present, various countries around the world, especially developed countries, have
guidelines, regulations, and laws on research involving human subjects. These laws have been put in
place to control, promote, and allow the development of research involving human subjects in
various areas including health science and social science. In participating countries, it has been found
necessary to conduct seminars in order to effectively disseminate knowledge of measures,
procedures, methods and guidelines regarding research involving human subjects. These provide an
understanding of the widely adopted rules, procedures, methods and guidelines.

In addition, developed countries have been encouraging developing countries to follow
the widely adopted principles in different types of human-related investigations such as research in
pharmaceutical production, and research and experimentation involving various methods of
treatment and prevention of disease. Research projects involving humans must be approved by a
Human Research Committee before being able to be registered by the institution as suitable for the
ethical conduct of research or for publication. In establishing regulations, the primary documents for
consideration are the World Medical Association Declaration of Helsinki and the Nuremberg Code.
The Nuremberg Code outlines international accepted ethical principles for human experimentation.
It consists of a set of International ethical guidelines on biomedical research with human participants
prepared by the Council for International Organizations of Medical Sciences and the World Health
Organization. The Code focuses on preventing problems related to research studies by not allowing
people fall into the category of experimental subjects without their consent. There are a number of
rules and regulations in relation to human research that are used as guidelines for human research
under the Code.

For Thailand, conducting research in humans has no specific laws governing it. The Ministry
of Public Health hence has proposed a draft Act dealing with experiments involving humans. This
drafted Act, the Human Research Act B.E..., is in the process of consideration by the National
Legislative Assembly of Thailand. The proposed Act focuses on principles involved in supervising
research involving human subjects and overseeing the rights of individuals who participate in such
investigations. In order to provide effective supervision and establish research systems in enquiries
involving humans, the proposed Act requires such research to be approved by the institution’s ethics
committee, which is an entity established by the organization to uphold the law. This committee

would have the duty to set standards for research in humans and monitor all research operations
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involving humans according to the standards set by law. For the reasons mentioned, both the State
and all involved research organizations are responsible for speeding up the process of adopting and
enforcing the legislation. Such responsibility can be realized by adopting measures to promote,
support and supervise research in human beings to cover the proposed regulations which go beyond
those already adopted in the Standards of the Research Committee in Human Subjects B.E. 2556,
issued by the Office of National Research Council of Thailand (NRCT), which are applicable and are
currently in practice.

Keywords: Research Involving Human Subjects, Draft of Human Research Act, Nuremberg Code
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Health aspects of human right with special reference to development in biology and medicine.

Geneva : HO 1976.
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